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Conditional 
rerm of 

Time- Limited Issuance: 

U.S. ENVIRONMENTAL PROTECTION AGENCY 
Name of PesticiPe Product: 

Office of Pesticide Programs MON 89034 x MON 88017 
Biopesticides and Pollution Prevention Division (7511PJ 

1200 Pennsylvania Avenue NW 
Washington, DC 20460 

NOTICE OF PESTICIDE REGISTRATION 
)L Registration 

-- Reregistration 
Iunder FIFRA, as amended! 

Name and Address of Registrant !include ZIP Code I: 

Monsanto Company 
800 North Lindbergh Blvd. 
St. Louis, MO 63167 

' 
) 

N6.te: Changes" In labeling differln9 In substance·ffom :that acCepted In conneCtion with this registration must be submitted · 
to. and aqcepted bY the._B!O-pestrcides 3riitPoljU_flc)ti_Pi-eYeritiOri )5iV1Si6n-pr-lor to use ·Of the i3bel _IIi commerce: tn ariv 
borrespon9ence on thiS pi"oduct alwaYs refer-to tlie_--a~_O\Ie-EPA reQisfratlori numbe"i'. , .. 

On the basis of information furnished by the registrant the above named pesticide is hereby registered/reregistered under 
the Federal Insecticide, Fungicide and ROdenticide Act 

Registration is In no way to be construed as an endorsement or. recommendation of this product by the Agency. In order to 
protect health and the environment, the Ac!ministrator, on his mot1on, may at anytime suspend or cancel the registration of 
a pesticide In accordance with the Act. The acceptance of any name in connection with the registration of a product under 
this Act is not to be construed as giVIng the registrant a right to exclusive use of the name or to its use if it has been covered 
by others. 

The registration application referred to above, submitted in connection with registratio~ under · 3(c)(7)(C) of the 
Federal Insecticide, Fungicide, and Rodenticide Act, as amended, is acceptable provided that you do the following 
terms and conditions. 

1) The subject registration will automatically expire on midnight SePtember 30, 2010. 

2) The subject registration will be limited to MON 89034 x MON 88017 in field or sweet corn. 
Further, MON 89034 x MON 88017 sweet corn may only be sold directly to processors or 
through commercial dealers to large growers. MON 89034 x MON 88017 sweet corn may not 
be sold to small roadside or home growers 

3) SubmiVcite all data required tor registration of your product under FIFRA §3(c)(5) when the 
Agency requires registrants of similar products to submit such data. 

Signature Of ApProving OffiCial: oate: 

5__eJ~v fo_~J) Ff4 G;/6~r 
Janet Andersen, Ph.D., !rector 
Biopesticides and Pollution Prevention Division (7511 P) 
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on the basis of information furnished by the registrant, the above named pesticide is hereby registered/reregistered under 
the Federai msecticlde, Fungicide and Rodenticide Act. 

Registration Is in no way to be construed as an endorsement or recommendation of this product by the Agency. In order to 
protect hearth and the environment, ttie Administrator, on his motion, may at anytime suspend or cancei the registration of 
a pesticide In accordance with the Act. The acceptance Of any name In connection with the registration of a product under 
this Act Is not to be construed as giVIng the registrant a right to exclusive use of the name or to its use If It has been covered 
bY others. 

The registration aPplication referred to above, submitted in connection with registration under ' 3(c)(7)(C) of the 
Federal Insecticide, Fungicide, and Rodenticide Act, as amended, is acceptable provided that you do the following 
terms and cOnditions. 

1) The subject registration will-automatically expire on midnight September 30, 2010. 

2) The subject registration will be limited to MON 89034 x MON 88017 in field or sweet corn. 
~ 

Further, MON 89034 x MON 88017 sweet corn may only be sold directly to processors or 
through commercial dealers to large growers. MON 89034 x MON 88017 sweet com may not 
be sold to small roadside or home growers 

3) Submit/cite all data required for registration of your product under FIFRA §3(c)(5) when the 
Agency requires registrants of similar products to submit sueR data. 
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4) Submit the following data in the time frames listed: 

OPPTS Guideline/ Study Required Data Due Date 
Type 
860.1340 Residue For event MON 89034 x MON 88017 corn, an 4/1/2009 
Analytical method - independent lab validation of the analytical 
Plants method for the detection of Cry2Ab2 and/or 

Cry1A.105. The registrant must also agree to 
provide to the EPA laboratory (Ft. Meade, MD) 
methodology and/or reagents necessary for 
validation of such analytical method within 6 
months from the date that the Agency requests 
them. 

850.1010 Aquatic A 7 to 14 day Daphnia study as per the 885 4/1/2009 
Invertebrate Acute Series OPPTS Guidelines needs to be 
Toxicity Testing, performed. Alternatively, a dietary study of the 
Freshwater Daphnids effects on an aquatic invertebrate, representing 

the functional group of a leaf shredder in 
headwater streams, can be performed and 
submitted in lieu of the Daphnia study. 

Insect Resistance Monsanto did not address the likelihood of cross- 4/t/2009 
Management resistance of Cry1A. !05, Cry1Ac, Cry1 Fa, 

proteins already in existing Bt corn and Bt cotton Protocol Due 
products, and what impact such cross-resistance 8/1/2008 
would have on the durability of MON 89034. 
Monsanto must provide additional information on 
cross-resistance of Cry1 A 105 and Cry1 Fa and 
Cry1Ac (preferably including binding site models 
and use of resistant colonies) for the target pests 
and determine how such crossMresistance may 
impact the durability of MON 89034. The 
Cry1A. 105 protein is a chimeric protein 
consisting of Domains I and ll and the CMterminus 
of Cry1Ac and Domain Ill of Cry1Fa.lt is 
important to. address not only the likelihoocl of 
crossMresistance potential of-Cry1 A.1 05 and 
Cry1Ab and, similarly, Cry1A.105 and Cry2Ab2 
(which was done by Monsanto), but also that of 
Cry1A. !05 and Cry1Ac and Cry1 Fa. 

Insect Resistance Baseline susceptibility studies and/or a 
Management discriminating concentration assay are required 4/1/2009 

for the Cry1A.105 protein against ECB, SWCB, 
and CEW and for the Cry2Ab2 protein against 
SWCB,C8N. 
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OPPTS Guideline/ Study Required Data Due Date 
Tvoe 
Insect Resistance To supp::>rt sweet corn uses, baseline 4/t/20t0 
Management susceptibility studies must be conducted on FAW 

populations collected from sweet corn growing 
areas. Monitoring studies will be conducted on 
FAW populations collected from sweet corn 
distribution areas in states in which Monsanto 
MON 89034 and/or MON 89034 x MON 880t7 
sweet corn plantings exceed 1000 acres. The 
collected populations of FAW will be monitored 
for changes in susceptibility to the Cry1A.1 05 
and Crv2Ab2 oroteins. 

5) Submit or cite all data required to support the individual plant-incorporated protectant 
in Event MON863 (YieldGard Rootworm), 524-528. In the event that the Agency 
concludes MON 863 (YieldGard Rootworm) studies do not sufficiently demonstrate a 
lack of significant adverse effects, additional data with MON 88017 corn must be 
submitted. This data may include a) laboratory toxicity testing with Orius insidiosus 
(minute pirate bug), b) laboratory toxicity testing with a carabid (ground beetie), c) long 
range effects testing on invertebrate populations in the field, and d) long range soil 
persistence testing. 

6) You must implement the following Insect Resistance Management Program for MON 
89034 x MON 88017. 

a) Refuge Requirements for MON 89034 x MON 88017 

These refuge requirements do not apply to seed increase/propagation of inbred and 
hybrid seed corn nor to commercial hybrid sweet corn. 

Grower agreements (also known as stewardship agreements) will specify that growers 
must adhere to the following refuge requirements or, in the case of sweet corn, harvest 
practices as described in the grower guide/product use guide and/or in supplements to 
the grower guide/product use guide. 

For MON 89034 x MON 88017 sweet corn, growers are required to destroy any MON 
89034 sweet corn stalks that remain in the field following harvest via rotary mowing, 
discing, or plow~down within one (1) month of harvest. 

Two options for deployment of the refuge are available to growers. The first option is 
planting a common refuge for both corn borers and corn rootworms. The 
common refuge must be planted with corn hybrids that do not contain Bt technologies for 
the control of corn rootworms or corn borers. The refuge area must represent at least 
20% of the grower's corn acres (i.e. sum of [MON 88017 x MON 89034] acres and 
refuge acres). It can be planted as a block adjacent to the [MON 88017 x MON 89034] 
field, perimeter strips, or in~field strips. If perimeter or in~field strips are implemented, the 
strips must be at least 4 consecutive rows wide. The common refuge can be treated 
with a soll~applied or seed~applled insecticide to control rootworm larvae and other soil 
pests. The refuge can also be treated with a non~Bt foliar insecticide for control of late 
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season pests if pest pressure reaches an economic threshold for damage; however, if 
rootworm adults are present at the time of foliar applications then the [MON 88017 x 
MON 89034] field must be treated in a similar manner. 

The second option is planting separate refuge areas for corn borers and corn rootworms. 
The corn borer refuge must be planted with a non·Btllepidopteran·protected hybrid, must 
represent at least 20% of the grower's corn acres (i.e. sum of [MON 88017 x MON 
89034] acres and corn borer refuge acres), and must be planted within% mile of the 
[MON 88017 x MON 89034] field. Refuge planting options include: separate fields, 
blocks within fields (e.g., along the edges or headlands), perimeter strips, or in-field 
strips. If perimeter strips are implemented, the strips must be at least 4 consecutive rows 
wide. The corn borer refuge can be treated with a soiJ.applied or seed·applied 
insecticide for corn rootworm larval control or a non·Bt foliar·applied insecticide for corn 
borer control if pest pressure reaches an economic threshold for damage. The corn 
rootworm refuge must be planted with a non·Btlcorn rootworm·protected hybrid, but can 
be planted with Bt corn hybrids that control corn borers. The corn rootworm refuge must 
represent at least 20% of the grower's corn acres (i.e. sum of [MON 88017 x MON 
89034] acres and corn rootworm refuge acres) and can be planted as an adjacent block, 
perimeter strips, or in.field strips. If perimeter strips are implemented, the strips must be 
at least 4 consecutive rows wide. The corn rootworm refuge can be treated with a soil· 
applied or seed·applied insecticide to control rootworm larvae and other soil pests. The 
refuge can also be treated with a non.Bt foliar insecticide for control of late season 
pests; however, if rootworm adults are present at the time of foliar applications then the 
[MON 88017 x MON 89034] field must be treated in a similar manner. Growers who fail 
to comply with the IRM requirements risk losing access to Monsanto corn PIP products. 

b) Grower Agreements for MON 89034 x MON 88017 

i. Persons purchasing the Bt corn product must sign a grower agreement. The term 
''grower agreement" refers to any grower purchase contract, license agreement, or 
similar legal document. · 

ii. The grower agreement and/or specific stewardship documents referenced in the 
grower agreement must clearly set forth the terms ofthe current .IRM program. By 
signing the grower agreement, a grower must be contractually bound to comply with 
the requirements of the IRM program. 

iii. The registrant must integrate this registration into the current system used for their 
other Bt corn PIPS to reasonably likely to assure that persons purchasing the Bt corn 
product will affirm annually that they are contractually bound to comply with the 
requirements of the IRM program. A description must be submitted to EPA by August 
1' 2008. 

iv. The registrant must use grower agreements and submit to EPA within 90 days from 
the date of registration a copy of that agreement and any specific stewardship 
documents referenced in the grower -agreement. If Monsanto wishes to change any 
part of the grower agreement or any specific stewardship documents referenced in 
the grower agreement that would affect either the content of the IRM program or the 
legal enforceability of the provisions of the agreement relating to the IRM program, 
thirty days prior to implementing a proposed change, the registrant must submit to 
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EPA the text of such chan9es to ensure-that it is consistent with the terms and 
conditions of the amendment. 

v. The registrant must integrate this registration into the current system to assure that 
persons purchasing the Bt corn sign grower agreement(s), and must provide within 
90 days from the date of the registration a written description of that system. A 
description must be submrrted to EPA by August 1, 2008. 

vi. The registrant shall maintain records of all Bt corn grower agreements for a period of 
three years from December 31st of the year in which the agreement was signed. 

vii. Beginning on January 31, 2010 and annually thereafter, the registrant shall provide 
EPA wrrh a report showing the number of units of its Bt MON 89034 x MON 88017 
corn seeds sOld or shipped and not returned, and the number of such units that were 
sold to persons who have signed grower agreements. The report shall cover the time 
frame of the twelve month period covering the prior August through July. 

viii. The registrant must allow a review of the grower agreements and grower agreement 
records by EPA or by a State pesticide regulatory agency if the State agency can 
demonstrate that confidential business information, including names, personal 
information, and grower license number, will be protected. 

c) IRM Education and IRM Compliance Monitoring Programs for MON 89034 x 
MON 88017 

i. Monsanto must design and implement a comprehensive, ongoing IRM education 
program designed to convey to Bt MON 89034 x MON 88017 corn users the 
importance of complying with the IRM program. The program shan include 
information encouraging Bt MON 89034 x MON 88017 corn users to pursue optional 
elements of the IRM program ·relating to refuge configuration and proximity to Bt 
MON 89034 x MON 88017 corn fields. The education program shall involve the use 
of multiple media, e.g. face-to-face meetings, mailing written materials, EPA 
reviewed language on IRM requirements on the bag or bag tag, and electronic 
communications such as by Internet, radio, or television commercials. Copies of the 
materials will be provided to EPA for its records. The program shall involve at least 
one written communication annually to each Bt MON 89034 x MON 88017 corn user 
separate from the grower technical guide. The communication shall inform the user 
of the current lAM requirements. Monsanto shall coordinate its education programs 
with educational efforts of other registrants and other organizations, such as the 
National Corn Growers Association and state extension programs. 

ii. Annually, the registrant shall revise, and expand as necessary, its education 
program to take into account the information collected through the compliance 
survey required under paragraph vi. and from other sources. The changes shall 
address aspects of grower compliance that are not sufficiently high. 

iii. On January 31, 2010, the registrant must provide a report to EPA summarizing the 
activities carried out under the education program for-the prior year. Annually 
thereafter, the registrant must provide EPA any substantive changes to its grower 
education activities as part of the overall lAM compliance assurance program report. 
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The reqwired features of the compliance assurance program are described in 
paragraphs iv.-xv. below. 

iv. The registrant must design and implement an ongoing lAM compliance assurance 
program designed to evaluate the extent to which growe:rs purchasing its MON 
89034 x MON 88017 Bt corn product are complying with the IRM program and that 
takes such actions as are reasonably needed to assure that growers who have not 
complied with the program either do so in the future or lose their access to the MON 
89034 x MON 880 t? Bt corn product. The registrant shall coordinate with other Bt 
corn registrants in designing and implementing its compliance assurance program 
and integrate this registration into the current compliance assurance program used 
for their other Bt corn PIPS. The registrant must prepare and submit within 90 days 
of the date of registration a written description of their compliance assurance 
program. Other required features of the program are described in paragraphs v.- xv. 
below. 

v. The registrant must establish and publicize a "phased compliance approach, 0 i.e., a 
guidance document that indicates how the registrant will address instances of 
noncompliance with the terms of the lAM program and general criteria for choosing 
among options for responding to any non-compliant growers. The options shall 
include withdrawal of the right to purchase Bt corn for an individual grower or for all 
growers in a specific region. An individual grower found to be significantly out of 
compliance two years in a row would be denied sales of Monsanto corn PIP products 
the next year. Similarly, seed dealers who are not fulfilling their obligations to 
inform/educate growers of their lAM obligations will lose their opportunity to sell 
Monsanto corn PIP products 

vi. The lAM compliance assurance program shall include an annual survey of a 
statistically representative sample of Bt corn growers conducted by an independent 
third party. The survey shall measure the degree of compliance with the IRM 
program by growers in different .regions of the country and consider the potential 
impact of non-response. The sample size and geographical resolution may be 
adjusted annually, based upon input from the independent marketing research firm 
and academic scientists, to allow analysis of compliance behavior within regions or 
between regions. The sample Sile must provide a reasonable sensitivity for 
comparing results across the U.S. The survey will include only growers planting at 
least 200 acres of corn in the Corn Belt or 100 acres of corn in cOrn/cotton growing 
regions. 

vii. The survey shall be designed to provide an understanding of any difficulties growers 
encounter in implementing IRM requirements. An analysis of the survey results must 
include the reasons, extent, and potential biological significance of any 
implementation deviations. 

viii. The survey shall be designed to obtain grower feedback on the usefulness of specific 
educational tools and initiatives. 

ix. The registrant shall provide a final written summary of the results of the prior year's 
survey (together with a description of the regions, the methodology used, and the 
supporting data) to EPA by January 31 of each year. The registrant shall confer with 
EPA on the design and content of the survey prior to its implementation. 
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x. Annually, the registrant shall revise, and expand as necessary, its compliance 
assurance program to take into account the information collected through the 
compliance survey required under paragraphs 6] through 8] and fror'n other sources. 
The changes shall address aspects of grower compliance that are not sufficiently 
high. Thei registrant must confer with the Agency prior to adopting any changes to a 
previously approved CAP. 

xi. The registrant shall train its representatives who make onwfarm visits with 
MON89034 x MON 88017 Bt corn growers to perform assessments of compliance 
with IRM requirements. In the event that any of these visits result in the identification 
of a grower who is not in compliance with the IRM program, the registrant shall take 
appropriate action, consistent with its "phased compliance approach," to promote 
compliance. This onwfarm assessment program has no minimum acreage threshold 
for growers. 

xii. The registrant shall carry out a program for investigating legitimate "tips and 
complaints" that its growers are not in compliance with the !RM program. Whenever 
an investigation results in the identification of a grower who is not in compliance with 
the IRM program, the registrant shall take appropriate action, consistent with its 
"phased compliance approach." 

xiii.lf a grower, who purchases MON 89034 x MON 88017 Bt corn for planting, was 
specifically identified as not being in compliance during the previous year, the 
registrant shall visit with the grower and evaluate whether that the grower is in 
compliance with the IRM program for the current year. 

xiv. Beginning January 31, 2010 and annually thereafter, Monsanto shall provide a 
report to EPA summarizing the activities carried out under their compliance 
assurance program for the prior Yf?ar and the plans for the compliance assurance 
program during the current year. The report will include information regarding grower 
interactions (including, but not limited to, onwfarm visits, verified tips and complaints, 
grower meetings and letters), the extent of nonwcompliance, corrective measures to 
address the nonwcompliance, and any follow-up actions taken. 

xv. The registrant and the Seed corn dealers for the registrant must allow a review of the 
compliance records by EPA or by a State pesticide regulatory agency if the State 
agency can demonstrate that confidential business information, including the names, 
personal information, and grower license number of the growers will be protected. 

d) Insect Resistance Monitoring for MON 89034 x MON 88017 

The Agency is imposing the following conditions for this product: 

L Post-commercial resistance monitoring programs must be established as an 
extension of existing programs to track the susceptibitity of the key lepidopteran corn 
pests to the Cry1A.105 and Cry2Ab2 proteins. For the Cry1.A.105 and Cry2Ab2 
proteins, the registrant will monitor for resistance and/or trends in increased 
tolerance for European corn borer, Southwestern corn borer, and corn earworm. 
Sampling should be focused in those areas in which there is the highest risk of 
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resistance development. Monitoring must be carried out under the same prOtocols 
used for the products containing MON 810. Sampling should be focused in those 
areas in which there is the highest risk of resistance development. In the monitoring 
program, insect populations will be collected and each protein will be tested 
separately, rather than a mixture of the two proteins, because resistance to one 
protein could be masked by the activity of the other. 

ii. In addition to monitoring ECB, SWCB, and CEW, Monsanto will develop and ensure 
the implementation for resistance monitoring for Spodoptera frugiperda (fall 
armyworm of FAW) in counties which MON 89034/ MON 89034 x MON 88017 
sweet corn acreage exceeds 5,000 acres and the pest is capable of overwintering in 
that county. The registrant should consult with academic and_ USDA experts in 
developing the monitoring plan and will provide EPA with a copy of its proposed 
resistance monitoring plan for EPA's approval prior to implementation. This proposed 
FAW monitoring plan must be submitted to EPA by January 31 of the year following 
that in which MON 89034/ MON 89034 x MON 88017 sweet corn acreage exceeds 
the trigger specified in this requirement (i.e., greater-than 5,000 acres in any county 
in which FAW overwinters). The proposed plan must be implemented the season 
following the acreage trigger being met. The proposed plan will remain in place until 
an EPA approved plan can be implemented. 

iii. For the Cry3Bb1 portion of the product, a revised Cry3Bb1 monitoring plan that 
incorporates MON 89034 x MON 88017 must be submitted to the Agency within 90 
days of the date of registration. 

iv. For the Cry3Bb1 portion of the product, the registrant must develop and validate an 
appropriate discriminating or diagnostic dose assay by January 31, 2010. 

v. For the Cry3Bb1 portion of the product,. the registrant must finalize rootworm damage 
guidelines and submit these to BPPD by January 31, 2010. 

vi. The registrant must follow-up on grower, extension specialist or consultant reports of 
unexpected damage or control failures for corn rootworm. 

vii. The registrant must provide EPA with an annual resistance monitoring report by 
August 31 51 of each year beginning with 2010, reporting on populations collected the 
previous year. 

e) Remedial Action Plans for MON 89034 x MON 88017 

The October 15, 2001 Remedial Action Plan for Responding to Resistance in European 
Corn Borer, Corn Earworm and/or Southwestern Corn Borer must be used for suspected 
and confirmed resistance _pf these pests. The current remedial action plan approved for 
MON 863 must be used for corn rootworm suspected and confirmed resistance in 
[MON 89034 x MON 88017]. If corn rootworm resistance is confirmed, all acres ([MON 
89034 x MON 88017) and refuges) must be treated with insecticides targeted at CRW 
adults as well as larvae. 
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The annual reporting requirements are as follows: 

i. Annual Sales: reported and summed by state (county level data available by 
request), January 31st each year; 

ii. Grower Agreement: number of units of Bt corn seeds shipped or sold and not 
returned, and the number of such units that were sold to persons who have 
signed grower agreements, January 31st each year; 

iii. Grower Education: substantive changes to education program completed 
previous year, January 31st each year; 

iv. Compliance Assurance Plan: Compliance Assurance Program activities and 
results, January 31st each year; 

v. Compliance: to include annual survey results and plans for the next year; full 
report, January 3 tst each year; 

vi. Insect Resistance Monitoring Results: results of monitoring and investigations of 
damage reports, August, 31st each year. 

A stamped copy of the label is enclosed for your records. 

/ . net Andersen, Ph.D. 
Director 
Biopesticides and Pollution 

Prevenflon Division 
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Plant-Incorporated Protectant Label 

MON 89034 x MON 88017. 

Lepidopteran-and Rootworm-Protected Com 
(OECD Unique Identifier: MON-89034-3 x MON 88017-3) 

Active Ingredients: 

Bacillus thuringiensis CrylA.l 05 protein and the genetic material necessary Jor its 
production (vector PV~ZMIR245) in event MON 89034 corn (OECD Unique Identifier: 
MON-89034-3) ............................................................. 0.001-0.0024% 

Bacillus thuringiensis Cry2Ab2 protein and the genetic material necessary for its 
production (vector PV-ZMIR245) in event MON 89034 corn (OECD Unique Identifier: 
MON-89034-3) ........................................................... 0.0030-0.0057% 

Bacillus thuringiensis Cry3Bbl protein and the genetic material necessary for its 
production (vector PV-ZMIR39) in event MON 88017 com (OECD Unique Identifier: 
MON 88017-3) ........................................................... 0.0037-0.0070% 

Inert Ingredient: 

CP4 EPSPS protein (5-enolpyruvylshikimate-3-phosphate synthase) and genetic material 
necessary (vector PV -ZMIR39) for its production in event MON 88017 com (OECD 
Unique Identifier: MON 88017-3) ........................................ 0.0038-0.0069% 

Percentage (wt/wt) on a dry weight basis whole plant (forage) 

Caution 

KEEP OUT OF REACH OF CHILDREN 

NET CONTENTS ___ _ 

EPA Registration No. 524-576 

EPA Establishment No. 524-M0-002 

Monsanto Company 
800 North Lindbergh Blvd. 
StLouis, MO 63167 

Monsanto Company 06-CR-177E-2 

ACCEPTED 
JUN 1 0 2006 

~ .... - .. - .. -Md Rocttntidcle Act, • .,..,Mted, tor .... __ _ 
EM .... No. S1.. '-I - ~70 

Page I 



DIRECTIONS FOR USE 

It is a violation ofFederallaw to use this seed in any manner inconsist~nt with this 
labeling. Information regarding commercial production must be included in the 
Technology Use Guide. 

MON 89034 x MON 88017 protects com crops from leaf, stalk, and ear damage caused 
by com borers and root damage caused by com rootworm larvae. In order to minimize 
the risk of these pests developing resistance to MON 89034 x MON 88017 com, an insect 
resistance management plan must be implemented which includes planting of a structured 
refuge. Growers who fail to comply with the IRM requirements risk losing access to 
Monsanto com PIP products. 

These refuge requirements do not apply to seed increase/propagation of inbred and hybrid 
seed com and small scale research trials for observation, nor to commercial hybrid sweet 
com. 

For MON 89034 x MON 88017 sweet corn, growers are required to destroy any MON 
89034 x MON 88017 sweet com stalks that remain in the field following harvest via 
rotary mowing, discing, or plow-down within one (I) month of harvest. 

For MON 89034 x MON 88017 field com, two options for deployment ofthe refuge are 
available to growers. 

...... 
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The first option is planting a common refuge for both corn borers and corn rootworrns. 
The common refuge must be planted with corn hybrids that do not contain Bt 
technologies for the control of corn borers or corn rootworrns. The refuge area must 
represent at least 20% of the grower's corn acres (i.e., sum ofMON 89034 x MON 88017 
acres and refuge acres; refuge area must contain 20 acres of corn for every 80 acres of 
MON 89034 x MON 88017 corn planted). It can be planted as block within or adjacent 
(e.g., across the road) to the MON 89034 x MON 88017 field, perimeter strips (i.e., strips 
around the field), or in-field strips. If perimeter or in·field strips are implemented, the 
strips must be at least4 consecutive rows wide. The common refuge can be treated with 
an insecticide to control rootwonn larvae and other soil pests. The refuge can also be 
treated with a non-Bt foliar insecticide .for the control oflate season pests if pest pressure 
reaches an economic threshold for damage; however, if rootworm adults are present at 
the time of foliar applications then the MON 89034 x MON 88017 field (acres) must be 
treated in a similar manner. Economic thresholds will be determined using methods 
recommended by local or regional professionals (e.g., Extension Service agents, crop 
consultants). A schematic of one common refuge deployment option is shown below: 
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The s·econd option is planting separate refuge areas (e.g., two refuge areas, a double 

refuge, or paired refuge areas) for corn borers and corn rootworms. The corn borer 
refuge must be planted with corn that is not a lepidopteran~protected Bt hybrid, must 
represent at least 20% of the grower's corn acres, and must be planted within Y2 mile of 
the MON 89034 x MON 88017 field. Refuge planting options include: separate fields. 
blocks within fields (e.g. along the edges or headlands), perimeter strips, or in-field strips. 
If perimeter or in-field strips are implemented, the strips must be at least 4 rows wide. 
The corn borer refuge can be treated with an insecticide for corn rootworm larval control, 
or a non-Bt foliar applied insecticide for com borer control if pest pressure reaches an 
economic threshOld for damage. Economic thresholds will be determined using methods 
recommended by local or regional professionals (e.g., Extension Service agents, crop 
consultants). 

The corn rootworm refuge must be planted with corn that is not a corn rootworm­
protected Bt hybrid, but can be planted with Bt hybrids that control corn borers. The corn 
rootworm refuge must represent at least 20% of the grower's corn acres (i.e., corn 
rootworm refuge must contain 20 acres of corn for every 80 acres ofMON 89034 x MON 
88017 corn planted) and can be planted as a block within or adjacent to the MON 89034 
x MON 88017 field, strips around the field, or in-field strips. If perimeter or in-field 
strips are implemented, the strips must be at least 4 rows wide. The corn rootworrn 
refuge can be treated with an insecticide to control rootworm larvae and other soil pests. 
The refuge can also·be treated with a non-Bt foliar insecticide for control oflate season 
pests; however, if com rootworm adults are present at the time of foliar applications then 
the MON 89034 x MON 88017 field must be treated in a similar manner. A schematic of 
one separate refuge option with the com rootwonn refuge planted as a _block within the 
field and the corn borer refuge planted within a Y, mile of the MON 89034 x MON 88017 
field is shown below: 

Separate Refuge 
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European com borer 
Southwestern com borer 
Southern cornstalk borer 
Com eanvorm 
Fall armyworm 
Com stalk borer 
Sugarcane borer 

Western com rootworm 
Northern com rootworm 
Mexican com rootworm 

Corn Insects Controlled 

Ostrinia nubila/is 
Diatraea grandiosel/a 
Diatraea crambidoides 
Helicoverpa zea 
Spodoptera frugiperda 
Papaipema nebris 
Diatreae saccharalis 

Diabrotica virgifera virgifera 
Diabrotica barberi 
Diabrotica virgifera zeae 

Sales of com hybrids that contain Monsanto's Bt com plant·incorporated protectant must 
be accompanied by a Grower Guide which includes information on pl?TI-ting, production 
and insect resistance management and notes that routine applications ofinsecticides to 
control these insects are usually unnecessary when com containing the Bt proteins is 
planted. 

MON 89034 x MON 88017 is a product ofMonsanto's research program offering unique 
genetic characteristics for specific grower needs and may be protected by one or more of 
the following U.S. patents:.5023179, 5110732, 5164316, 5196525, 5322938, 5352605, 
5359142,5378619,5424412,5554798,5641876,5717084,5728925,5804425,6018100, 
6025545,6051753,6063597,6083878,6331665,6489542,6645497,6962705,7064249, 
7227056, and 7250501. 
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"SCHNEIDER, 
RUSSELLP 
(AG/1920]" 
<russe!!.p.schneider 
@monsanto.com> 

06/10/200812:20 
PM 

To Susanne Cerre!li/DC/USEPA/US@EPA, Mike 
Mendelsohn/DC/USEPA/US@EPA, Alan 
Reynokfs/DC/USEPA/US@EPA 

cc 

bee 

Subject Release 

The November 7, 2007 Review of Human Health and Product Characterization Data 
for Registration of B. thuringiensis CrylA.lOS and Cry2Ab2 Proteins and the 
Genetic Material Necessary for their Production in MON 89034 and the November 
8, 2007 Review of Human Health and Product Characterization Data for 
Registration of B. thuringiensis Cry1A.l05, Cry2Ab2, and Cry3Bbl Proteins and the 
Genetic Material Necessary for their Production in MON 89034 X MON 88017 corn, 
are not Confidential Business Information and may be placed in the docket for 
review. 

Thanks, 

Russ 

Dr. Russell P. Schneider 

Senior Director; Regulatory Affairs and Policy 

Monsanto Company 

13001St,NW 

Suite 450 East 

Washington, DC 20005 

202/383-2866 

This e-mail message may contain privileged and/or confidential information, and is intended 
to be received only by persons entitled to receive such information. If you have received this 
e-mail in error, please notify the sender immediately. Please delete it and all attachments 
from any servers, hard drives or any other media. Other use of this e-mail by you is strictly 
prohibited. 

All e-mails and attachments sent and received are subject to monitoring, reading and 
archival by Monsanto, including its subsidiarieS. The recipient of this e-mail is solely 
responsible tor checking tor the presence of "Viruses" or other ffMalwareff. Monsanto, along 
with its subsidiaries, accepts no liability tor any damage caused by any such code 
transmitted by or accompanying this e-mail or any attachment. 



"SCHNEIDER, 
RUSSELL P (AG/1920)" 
<russell.p.schneider@m 
onsanto.com> 

0611012008 07:02 AM 

To Susanne Cerrelli/DC/USEPAIUS@EPA, Alan 
Reyno!dsJDC!USEPA/US@EPA 

ee 

bee 

Subject FW: labels 

Per the last email message from Alan late yesterday, attached is the revised label 
for the-stack. Also Susanne, please note, both labels include the OECD unique 
identifier. 

Russ 

<<MON 89034xMON88017 assembled part 1.doc» «MON 89034 assembled 
May2008.dOC>> 

This e~mail message may contain privileged and/or confidential information, and is Intended 
to be received only by persons entitled to receive such information. If you have received this 
e-mail in error, please notify the sender immediately. Please delete it and all attachments 
from any servers, hard drives or any other media. Other use of this e-mail by you is strictly 
prohibited. 

Aft e~mails and attachments sent and received are subject to monitoring, reading and 
archival by Monsanto, including Its subsidiaries. The recipient of this e~mail is solely 
responsible for checking for the presence of "VIruses" or other "Ma/ware". Monsanto, along 
with its subsidiaries, accepts no liability for any damage caused by any such code 
transmitted by or accompanying this e~mail or any attachment. 

[it!~ rWJ~ 
:~ ~ 
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Active Ingredients: 

Plant-Incorporated Protectant Label 

MON89034 

LepidopteranMProtected Corn 
(OECD Unique Identifier: MON-89034-3) 

Bacillus thuringiensis CrylA.I 05 protein and the genetic material necessary for its 
production (vector PV-ZMIR245) in event MON 89034 com ............. 0.002-0.0056% 

Bacillus thuringiensis Cry2Ab2 protein and the genetic material necessary for its 
production (vector PV-ZMIR245) in event MON 89034 com ............. 0.0015-0.0055% 

Percentage (wtlwt) on a dry weight basis whole plant (forage) 

Caution 

KEEP OUT OF REACH OF CHILDREN 

NET CONTENTS ___ _ 

EPA Registration No. 524-LTL 

EPA Establishment No. 524-M0-002 

Monsanto Company 
800 North Lindbergh Blvd. 
StLouis, MO 63!67 

DIRECTIONS FOR USE 

It is a violation ofFederallaw to use this seed in any manner inconsistent with this 
labeling. Information regarding commercial production must be included in the 
Technology Use Guide. 

MON 89034 can be used to protect corn plants from leaf, stalk, and ear damage caused 
by com borers. 

MON 89034 can be crossed with MON 88017 for breeding purposes to produce MON 
89034 x MON 88017 

"In· order to minimize the risk of these pests developing resistance to MON 89034 com, an 
insect resistance management ·plan must be implemented which includes planting of a 
structured refuge. 

Monsanto Company Page I 



These refuge requirements do not apply to seed increase/propagation of inbred and hybrid 
seed corn and small scale research trials for observation, nor to commercial hybrid sweet 
com. 

For MON 89034 sweet com, growers are required to destroy any MON 89034 sweet corn 
stalks that remain in the field following harvest via rotary mowing, discing, or plow­
down within one (1) month of harvest. 

For MON 89034 field com, grower guides must specify that growers must adhere to the 
following refuge requirements. Growers must plant a structured refuge of at least 20% 
com which is not a lepidopteran-protected Bt com. Growers who fail to comply with the 
IRM requirements risk losing access to Monsanto corn PIP products. 

Refuge planting options include: separate fields, blocks within fields (e.g., along the 
edges or headlands), and strips across the field. 

External refuges must be planted within Yz mile. 

MON 89034 
(80 acres) 

<=¥..!mile 

Refuge 
Non-Bt Lepidopteran Resistant Corn 
(20 acres) 

When planting the refuge in strips across the field, refuges must be at least 4 rows wide. 

MON 89034 
(80 acres) 

Refuge 
Non-Bl Lepidopteran Resistant Corn 
(20 acres) 

Insecticide treatments for control of European com borer, com eanvorm, and 
Southwestern corn borer, cornstalk borer, sugarcane borer, fall annyworm and stalk borer 
may be applied only if economic thresholds are reached for one or more of these target 
pests. Economic thresholds will be determined using methods recommended by local or 
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regional professionals (e.g., Extension Service agents, crop consultants). Instructions to 
growers will specify that microbial Bt insecticides must not be applied to nonRBt com 
refuges. 

Corn Insects Controlled 

European com borer 
Southwestern com borer 
Southern cornstalk borer 
Comearworm 
Fall annyworm 
Com stalk borer 
Sugarcane borer 

Ostrinia nubilalis 
Diatraea grandiosella 
Diatraea crambidoides 

Sales of com hybrids that contain Monsanto's Bt com us e 
accompanied by a Grower Guide which includes information on planting, production and 
insect resistance management and notes that routine applications of insecticides to control 
these insects are usually unnecessary when com containing the Bt proteins is planted. 

MON 89034 is a product of Monsanto's research program offering unique genetic 
characteristics for specific grower needs and may be protected by one or more o'fthe 
following U.S. patents: 5023179, 5110732, 5164316, 5196525, 5322938, 5352605, 
5359142,5378619,5424412,6018100,6051753,6331665,6489542,6645497,6962705, 
7064249, and 7250501. 
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Plant-Incorporated Protectant Label 

MON 89034 x MON 88017 

Lepidopteran Rand Rootworm-Protected Com 
(OECD Unique Identifier: MON-89034-3 x MON 88017-3) 

Active Ingredients: 

Bacillus thuringiensis CrylA.l 05 protein and the genetic material necessary for its 
production (vector PV-ZMIR245) in event MON 89034 com ............. O.OOI-0.0024% 

Bacillus thuringiensis Cry2Ab2 protein and the genetic material necessary for its 
production (vector PV-ZMIR245) in event MON 89034 com ............. 0.0030-0.0057% 

Bacillus thuringiensis Cry3Bbl protein and the genetic material necessary for its 
production (vector PV-ZMIR39) in event MON 88017 com ............. 0.0037-0.0070% 

Inert Ingredient: 

CP4 EPSPS protein (5-eno!pyruvylshikimate-3-phosphate synthase) and genetic material 
necessary (vector PV -ZMIR39) for its production in com event MON 
880!7 ....................... ······ ..................................................... 0.0038-0.0069% 

Percentage (wt!wt) on a dry weight basis whole plant (forage) 

Caution 

KEEP OUT OF REACH OF CHILDREN 

NET CONTENTS ___ ~ 

EPA Registration No. 524-LTA 

EPA Establishment No. 524-M0-002 

Monsanto Company 
800 North Lindbergh Blvd. 
StLouis, MO 63167 

DIRECTIONS FOR USE 

It is a violation of Federal law to use this seed in any marmer inconsistent with this 
labeling. Information regarding commercial production must be included in the 
Technology Use Guide. 

Monsanto Company 06-CR-177£-2 Page 1 
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MON 89034 x MON 88017 protects cern crops from leaf, stalk, and ear damage caused 
by corn borers and root damage caused by com rootworm larvae. In order to minimize 
the risk of these pests developing resistance to MON 89034 x MON 88017 corn, an insect 
resistance management plan must be implemented whiCh includes planting of a structured 
refuge. Growers who fail to comply with the IRM requirements risk losing access to 
Monsanto corn PIP products. 

These refuge requirements do not apply to seed increase/propagation of inbred and hybrid 
seed corn and small scale research trials for observation, nor to commercial hybrid sweet 
com. 

For MON 89034 x MON 88017 sweet corn, growers are required to destroy any MON 
89034 x MON 88017 sweet corn stalks that remain in the field following harvest via 
rotary mowing, discing, or plow-down within one (1) month of harvest. 

For MON 89034 x MON 88017 field com, two options for deployment of the refuge are 
available to growers. 

The first option is planting a common refuge for both com borers and com rootworms. 
The common refuge must be planted with com hybrids that do not contain Bt 
technologies for the control of com borers or com rootworms. The refuge area must 
represent at least 20% of the grower's com acres (i.e., sum ofMON 89034 x MON 88017 
acres and refuge acres; refuge area must contain 20 acres of com for every 80 acres of 
MON 89034 x MON 88017 com planted). It can be planted as block within or adjacent 
(e.g., across the road) to the MON 89034 x MON 88017 field, perimeter strips (i.e., strips 
around the field), or in-field strips. If perimeter or in-field strips are implemented, the 
strips must be at least 4 consecutive rows \"Vide. The common refuge can be treated with 
an insecticide to control rootworm larvae and other soil pests. The refuge can also be 
treated with a non-Bt foliar insecticide for the control oflate season pests if pest pressure 
reaches an economic threshold for damage; however, if rootworm adults are present at 
the time of foliar applications then the MON 89034 x MON 88017 field (acres) must be 
treated in a similar manner. Economic thresholds will be detennined using methods 
recommended by local or regional professionals (e.g., Extension Service agents, crop 
consultants). A schematic of one common refuge deployment option is shown below: 
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The second option is planting separate refuge areas (e.g., two refuge areas, a double 

refuge, or paired refuge areas) for corn borers and com rootwonns. The corn borer 
refuge must be planted with corn that is not a lepidopteran-protected Bt hybrid, must 
represent at least 20% of the grower's corn acres, and must be planted within Y2 mile of 
the MON 89034 x MON 88017 field. Refuge planting options include: separate fields, 
blocks within fields (e.g. along the edges or headlands), perimeter strips, or in-field strips. 
If perimeter or in-field strips are implemented, the strips must be at least 4 rows wide. 
The com borer refuge can be treated with an insecticide for corn rootworm larval control, 
or a non-Bt foliar applied insecticide for com borer control if pest pressure reaches an 
economic; threshold for damage. Economic thresholds will be determined using methods 
recommended by local or regional professionals (e.g., Extension Service agents, crop 
consultants). 

The corn rootworm refuge must be planted with corn that is not a corn rootworm­
protected Bt hybrid, but can be planted with Bt hybrids that control com borers. The corn 
rootwonn refuge must represent at least 20% ofthe grower's corn acres (i.e., corn 
rootwonn refuge must contain 20 acres of com for every 80 acres ofMON 89034 x MON 
880!7 corn planted) and can be planted as a block within or adjacent to the MON 89034 
x MON 88017 field, strips around the field, or in-field strips. If perimeter or in-field 
strips are implemented, the strips muSt be at least 4 rows wide. The com rootwonn 
refuge can be treated with an insecticide to control rootwonn larvae and other soil pests. 
The refuge can also be treated with a non-Bt foliar insecticide for control oflate season 
pests; however, if com rootwonn adults are present at the time of foliar applications then 
the MON 89034 x MON 88017 field must be treated in a similar manner. A schematic of 
one separate refuge option with the corn rootworm refuge planted as a block within the 
field and the corn borer refuge planted within a Y, mile of the MON 89034 x MON 88017 
field is shown below: 

Separate Refuge 

s 1h mile 
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protected corn 
{20 acres) 

Monsanlo Company 06-CR-177E-2 

r--

-r-

'--

Refuge 
Non-Bt corn 
{20 acres) 

Page3 



Corn Insects Controlled 

European com borer 
Southwestern com borer 
Southern cornstalk borer 
Comearworm 
Fall armywonn 
Com stalk borer 
Sugarcane borer 

Ostrinia nubilalis 
Diatraea grandiosella 
Diatraea crambidoides 
Helicoverpa zea 
Spodoptera frugiperda 
Papaipema nebris 
Diatreae saccharalis 

Western com rootworm Diabrotica virgifera virgifera 
Northern com rootworm Diabrotica barberi 
Mexican com rootwonn Diabrotica virgifera zeae/ A ,.L f -fi--

.lj...j-.,V,wrg...-,._-LJI ,etcJJ'(, '!"'..../ 

Sales of com hybrids that contain Monsanto's Bt com plt;t pesticide mi,JSt be 
accompanied by a Grower Guide which includes information on planting, production and 
insect resistance management and notes that routine applications of insecticides to control 
these insects are usually unnecessary when com containing the Bt proteins is planted. 

MON 89034 x MON 88017 is a product of Monsanto's research program offering unique 
genetic characteristics for specific grower needs and may be protected by one or more of 
the following U.S. patents: 5023179, 5110732, 5164316, 5196525, 5322938, 5352605, 
5359142,5378619,5424412,5554798,5641876,5717084,5728925,5804425,6018100, 
6025545,6051753,6063597,6083878,6331665,6489542,6645497,6962705,7064249, 
7227056, and 7250501. 
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UNITED STATES ENV!RO;.!MENTAL PROTECTION AGENCY 
\Vashington, D.C. 20460 

OFFICE OF 
PREVENTION, PESTICIDES 
AND TOXIC SUBSTANCES 

JUN 0 9 2DIIB 
MEMORANDUM 

SUBJECT: 

FROM: 

TO: 

I. ISSUE 

Consideration of Section 3(c)(7)(C) Conditional Time-Limited Registration for 
Monsanto's Plant-incorporated Protectants, Bacillus thuringiensis CrylA 105 and 
Cry2Ab2 Insecticidal Protein and the Genetic Material Necessary for Their 
Production in MON 89034 Corn 
(EPA File Symbols 524-LTA and 524-L TL) -DECISION MEMORANDUM 

Janet L. Andersen, Ph.D., Director /l-;.,,.J-1. a.~-
Biopesticides and Pollution Preventi~ision ,<._.... 

Debra Edwards, Ph.D., Director J 
Office of Pesticide Programs 

Should the Agency conditionally register the subject pesticides until September 30, 2010 
pursuant to FIFRA §3(c)(7)(C)? 

II. RATIONALE FOR RECOMMENDATION 

Section 3(c)(7)(C) ofFIFRA provides for the conditional registration of new active ingredients if 
it is determined that 1) use of the pesticide during a defined period of time will not cause any 
unreasonable adverse effect on the environment; 2) use of the pesticide is in the public interest; 
and 3) that·for the data that is lacking, a reasonable period of time sufficient for generation of the 
data has not elapsed since the Agency first imposed the data requirements. 

To satisfy criterion (1) above, we have determined that this plant-incorporated protectant 
. pesticide will not cause any unreasonable adverse effects on human health or the environment. 

The data have been reviewed and BPPD has determined that a section 3( c)(7)(C) conditional 
registration that is limited in duration is appropriate in this situation. Data requirements for 
granting the subject time-limited registrations for use of these products under section 3(c)(7)(C) 
of the Federal Insecticide, Fuogicide, and Rodenticide Act (FIFRA) have been met. BPPD has 
determined that these products will cause no unreasonable adverse effects to the environment if 
used in compliance with the terms and conditions of registration, as presented in the Biopesticide 



Registration Action Document (BRAD) for Bacillus thuringiensis Cry!A.l05 and Cry2Ab2 
insecticidal protein and the genetic material necessary for their production in MON 89034 com. 

III. RECOMMENDATION 

Pnrsuant to FIFRA section 3(c)(7)(C). EPA may conditionally register a new pesticide active 
ingredient for a period oftime reasonably sufficient for the generation and submission of 
required data that are lacking if insufficient time has elapsed since the imposition of the data 
requirement for those data to be developed. EPA may grant such conditional registration only if 
EPA determines that the use of the pesticide product during the period of the conditional 
registration will not cause any unreasonable adverse effect on the environment, and the 
registration and use of the pesticide during the conditional registration is i:ri the public interest. 
EPA determines that all of these criteria have been fulfilled. 

Insufficient time has elapsed since the initial imposition of the data requirements for: 

1) An independent lab validation of the analytical method for the detection ofCry2Ab2 and/or 
CrylA.l 05 to satisfy residue analytical method in plants requirements for event MON 89034 
com and event MON 89034 x MON 880!7 com. 

2) A 7 to 14 day Daphnia study as per the 885 Series OPPTS Guidelines or. alternatively, a 
dietary study of the effects on an aquatic invertebrate, representing the functional group of a leaf 
shredder in headwater streams. 

3) Additional information on cross-resistance of CrylA.l 05 and Cryl Fa and Cry lAc (preferably 
including binding site models and use of resistant colonies) for the target pests and determination 
of how such cross-resistance may impact the durability ofMON 89034. 

4) Baseline susceptibility studies and/or a discriminating concentration assay that are required for 
the Cry lA.! 05 protein against ECB. SWCB. and CEW and for the Cry2Ab2 protein against 
SWCB.CEW. 

5) Baseline susceptibility studies to support sweet com uses that must be conducted on FA W 
populations Collected from sweet com growing areas; monitoring studies that will be conducted 
on FA W populations collected from sweet com distribution areas in states in which Monsanto 
MON 89034 and/or MON 89034 x MON 88017 sweet com plantings exceed I 000 acres; and 
monitoring of the collected populations ofF A W for changes in susceptibility to the CrylA.l 05 
and Cry2Ab2 proteins.' 
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The applicants submitted or cited data sufficient for EPA to determine that conditional 
registration of Bacillus thuringiensis Cry2Ab2 and Cry 1 A.l 05 proteins and the genetic material 
necessary for their production in event MON 89034 field com and sweet com under FIFRA 
3(c)(7)(C) will not result in unreasonable adverse effects to the environment. The applicants 
submitted and/or cited satisfactory data pertaining to the proposed use. The human health effects 
data and nontarget organism effects data are considered sufficient for the period of the 
conditional registration. These data demonstrate that no foreseeable human health hazards or 
ecological effects are likely to arise from the use of the product and that the risk of resistance 
developing to Cry2Ab2 and Cry 1A.l05 proteins, during.the condi~onal registrations, is not 
expected to be significant. 

Registration of Bacillus thuringiensis Cry2Ab2 and Cry lA.l 05 proteins and the genetic material 
necessary for their production in event MON 89034 field com and s·weet com is in the public 
interest because: 

(1) Registration ofMON 89034 is expected to result in the reduction of the use of higher risk, 
and often less effective and more expensive, conventional pesticides. A reduction in use of 
conventional pesticides equates to less potential for adverse effects to human health and the 
environment. 

(2) Additionally, MON 89034 provide a wider spectrum of protection against primary and 
secondary com pests, which should 'facilitate greater grain quality, a reduction of mycotoxin 
contamination, increased yield and ultimately, positive implications for human health. 

In view of these minimal risks and the clear benefits related to Bacillus thuringiensis Cry2Ab2 
and Cry 1A.105 proteins and the genetic material necessary for their production in event MON 
89034 field com and sweet com , EPA believes that the use of these products during the limited 
period of the conditional registration will not cause any unreasonable adverse effects. 

Although the data with respect to this particular new active ingredient are satisfactory, they are 
not sufficient to support an unconditional registration under FIFRA 3( c)(5). Additional data are 
necessary to evaluate the risk posed by the continued use of this product. Consequently, EPA is 
imposing the data requirements specified in SectiOn III of the BRAD. 

EPA has determined, as explained in the Benefits and Public Interest Finding Assessment, that 
the use of Bacillus thuringiensis Cry2Ab2 and Cry 1A.l05 proteins and the genetic material 
necessary for their production in event MON 89034 field com and sweet com under these 
registrations are in the public interest. 

The submitted data in support of this registration under section 3(c)(7)(C) of the Federal 
Insecticide, Fungicide, and Rodenticide Act (FIFRA) have been reviewed and determined to be 
adequate. Studies mentioned above are included in the tenns, conditions, and limitations of these 
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registrations. This registration will not cause unreasonable adverse effects to man or the 
environment and is in the public interest. 

The expiration date of the registrations has been set to September 30, 2010. 

~./ 
CONCUR: _____ _ NON-CONCUR:. _____ _ 

DATE: 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

JUN 0 9 2008 

MEMORANDUM 

SUBJECT: 

TO: 

I. ISSUE 

Consideration of Section 3(c)(7)(C) Conditional Time-Limited Registration for 
Monsanto's Plant-incorporated Protectants, Bacillus thuringiensis CrylA.l 05 and 
Cry2Ab2 Insecticidal Protein and the Genetic Material Necessary for Their 
Production in MON 89034 Com 
(EPA File Symbols 524-LTA and 524-LTL) -DECISION MEMORANDUM 

Janet L. Andersen, Ph.D., Direct(l ~~ {~ 
Biopesticides and Pollution P~~ Division 

Debra Edwards, Ph.D., Dire~ 
Office of Pesticide Programs 

Should the Agency conditionally register the subject pesticides until September 30, 2010 
pursuant to FIFRA §3(c)(7)(C)? 

II. RATIONALE FOR RECOMMENDATION 

Section 3(c)(7)(C) ofFIFRA provides for the con.ditional registrati~n of new active ingredients if 
it is determined that 1) use of the pesticide during a defined period of time will not cause any 
unreasonable adverse effect on the environment; 2) use of the peSticide is in the public interest; 
and 3) that for the data .that is lacking, a reasonable period oftime sufficient for generation of the 
data has not elapsed .since the Agency first imposed the data requirements. 

To satisfy criterion (1) above, we have determined that this plant-incorporated protectant 
pesticide will not cause any unreasonable adverse effects on human health or the environment. 

The data havebeen reviewed and BPPD has determined that a section 3(c)(7)(C) conditional 
registration that is limited in duration is appropriate in this situation. Data requirements for 
granting the subject time-limited registrations for use of these products under section 3( c)(7)(C) 
of the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA) have been met. BPPD has 
determined that these products will cause no unreasonable adverse effects to the environment if 
used in compliance with the terms and conditions of registration, as presented in the Biopesticid~ 

CONCURRENCES_ 

SYMsOL' ~ ·Il!Jl." ... ~.f .. """"""""""' """""'""""" """"""""""' """"""""""' ..................... """"""""""" 
:~::AM· ; "i717;r .. : .. L ~· q 1Jr· ............................................................................. " .............................. ~ ..... i'3(JJ 
EPA Form 132q-1A (1190) 

I I 
Printed on Recycled Paper OFFICIAL FILE CoPY 

*U.S. Gove"""entPrlnl.lng office: 2005 ZOIJ.-eil9 (ma.cJ 



Registration Action Document (BRAD) for Bacillus thuringiensis Cry lA.! 05 and Cry2Ab2 
insecticidal protein and the genetic material necessary for their production in MON 89034 corn. 

III. RECOMMENDATION 

Pursuant to FIFRA section 3(c)(7)(C), EPA may conditionally register a new pesticide active 
ingredient for a period oftime reasonably sufficient for the generation and submission of 
required data ~hat are lacking if insufficient time has elapsed since the imposition of the data 
requirement for those data to be developed. EPA may grant such conditional registration only if 
EPA determines that the use of the pesticide product during the period of the conditional 
registration will not cause any unreasonable adverse effect on the environment, and the 
registration and use of the pesticide during the conditional registration is in the public interest. 
EPA determines that all of these criteria have been fulfilled. ") 

Insufficient time has elapsed since the initial imposition of the data requirements for: 

I) An independent lab validation of the analytical method for the detection ofCry2Ab2 and/or 
CrylA.l 05 to satisfy residue analytical method in plants requirements for event MON 89034 
com and event MON 89034 x MON 88017 cern. 

2) A 7 to 14 day Daphnia study as per the 885 Series OPPTS Guidelines or, alternatively, a 
dietary study of the effects on an aquatic invertebrate, representing the functional group of a leaf 
shredder in headwater streams. 

3) Additional information on cross-resistance of Cry!A.l05 and Cry!Fa and Cry lAc (preferably 
including binding site models and use of resistant colonies) for the target pests and detennination 
of how such cross-resistance may impact the durability ofMON 89034. ) 

4) Baseline susceptibility studies and/or a discriminating concentration assay that are required fur 
the Cry lA.! 05 protein against ECB, SWCB, and CEW and for the Cry2Ab2 protein against 
SWCB,CEW. 

5) Baseline susceptibility studies to support sweet com uses that must be conducted on FA W 
populations collected from sweet com growing areas; monitoring studies that will be conducted 
on FAW populations collected from sweet com distribution areas in states in which Monsanto 
MON 89034 and/or MON 89034 x MON 88017 sweet com plantings exceed !000 acres; and 
monitoring of the collected·populations ofFAW for changes in susceptibility to the CrylA.105 
and Cry2Ab2 proteins. 

2 



registrations. This registration will not cause unreasonable adverse effects to man or the 
environment and is in the public interest. 

The expiration date of the registrations has been set to September 30, 2010. 

CONCUR: _____ _ NON-CONCUR: _____ _ 

DATE: 

4 



The applicants submitted or cited data sufficient. for EPA to determine that conditional 
registration of Bacillus thuringiensis Cry2Ab2 and Cry 1A.105 proteins and the genetic material 
necessary for their production in event MON 89034 field com and sweet com under FIFRA 
3(C)(7)(C) will not result in unreasonable adverse effects to the environment. The applicants 
submitted and/or cited satisfactory data pertaining to the proposed use. The human health effects 
data and nontarget organism effects data are considered sufficient for the period of the 
conditional registration. These data demonstrate that no foreseeable human health hazards or 
ecological effects are likely to arise from the use of the product and that the risk of resistance 
developing to Cry2Ab2 and Cry 1 AI 05 proteins, during the condi~onal registrations, is not 
expected to be significant. 

Registration of Bacillus thuringiensis Cry2Ab2 and Cry 1A.105 proteins and the genetic material 
necessary for their production in event MON 89034 field com and sweet corn is in the public 
interest because: 

(1) Registration ofMON 89034 is expected to result in the reduction of the use of higher risk, 
and often less effectiv-e and more expensive, conventional pesticides. A reduction in use of 
conventional pesticides equates to less potential for adverse effects to human health and the 
environment. 

(2) Additionally, MON 89034 provide a wider spectrum of protection against primary and 
secondary corn pests, which should "facilitate greater grain quality, a reduction of mycotoxin 
contamination, "increased yield and ultimately, positive implications for human health. 

In view of these minimal risks and the clear benefits related to Bacillus thuringiensis Cry2Ab2 
and Cry 1A.l05 proteins and the genetic material necessary for their production in event MON 
89034 field corn and sweet corn, EPA believes that the use of these products during the limited 
period of the conditional registration will not cause any unreasonable adverse effects. 

Although the data with respect to this particular new active ingredient are satisfactory, they are 
not sufficient to support an unconditional registration under FIFRA 3(c)(5). Additional data are 
necessary to evaluate the risk posed by the continued use of this product. Consequently, EPA is 
imposing the data requirements specified in Section III of the BRAD. 

EPA has determined, as explained in the Benefits and Public Interest Finding Assessment, that 
the·use of Bacillus thuringiensis Cry2Ab2 and Cry 1A.105 proteins and the genetic material 
necessary for their production in event MON 89034 field corn and sweet corn under these 
registrations are in the public interest. 

The submitted data in support of this registration under section 3(c)(7)(C) of the Federal 
Insecticide, Fungicide, and Rodenticide Act (FIFRA) have been reviewed and determined to be 
.adequate. Studies mentioned above are included in the terms, conditions, and limitations of these 
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EPA Registration File No. 524-576 Vol. # 1. 

Page is not included in this copy. 

Pages ~3~4~---- through ~4~9 __ __ are not included in this copy. 

The material not included contains the following type of 
information: 

Identity of product inert ingredients. 

Identity of product impurities. 

Description of the product manufacturing process. 

Description of quality control procedures. 

Identity of the source of product ingredients. 

Sales or other commercial/financial information. 

_____ A draft product label. 

The product confidential statement of formula. 

Information about a pending registration action. 

X FIFRA registration data. 

The document is a duplicate of page(s) 

The document is not responsive to the request. 

Internal deliberative information. 

Attorney-client communication. 

Claimed confidential by submitter upon submission to the 
Agency. 

Third party confidential business information. 

The information not included is generally considered confidential 
by product registrants. If you have any questions, please contact 
the individual who prepared the response to your request. 



Sheryl 
Reilly/DC/USEPA/US 

05/2212008 10:01 AM 

To Alan Reynolds/OC/USEPA/US@EPA, Jeannette 
Martlnez/DC/USEPA/US@EPA, cerrelli.susanne@epa.gov 

cc mendelsohn.mike@epa.gov 

bee 

Subject Fw: Background info for today's Conference call regarding 
proposed changes to IRM refuge plans 

----Forwarded by Sheryl Rei!ly/DC/USEPA/US on 05/22/2008 09:59AM----­

"Lucy Reed" 
<reedle@inspectlon.gc. 
ca> 

05/21/2008 04:05 PM 

Hi Sheryl, 

To Sheryl Reilly/DC/USEPA/US@EPA 

cc "Tanya Fielding"·<fieldingt@lnspection.gc.ca> 

Subject Re: Conference call regarding proposed changes to IRM 
refuge plans 

Actually here's a bit of background for you and your group to 
consider for tomorrow's call. 

In Canada, a condition of authorization for the unconfined 
environmental release of Bt corn is the implementation of an insect 
resistance management ( IRM) .plan; this condition is imposed to 
manage an identified risk. In canada, there is one "generic" plan 
for corn resistant to the European Corn Borer {ECB) and one 
"generic" plan for those crops resistant to corn rootworm {CRW). A 
main component of both of these plans is the requirement for a 20% 
refuge to be planted. 

Results from the 2007 Stratus canadian phone survey regarding 
compliance with IRM plan requirements has indicated that compliance 
with the 20% refuge requirement has decreased relative to the 2005 
and 2003 phone surveys. As a result, the Canadian Food Inspection 
Agency (CFIA) is planning to host a one day meeting in September 
2008 with relevant companies/industry members to discuss how the 
industry intends to increase the rate of compliance with this IRM 
plan requirement. 

Against that backdrop of decreasing compliance, two companies have 
approached the CFIA with IRM plans with alternative refuge 
requirements. The CFIA does not dispute that IRM plans with 
different refuge requirements could be scientifically valid, but if 
they are not applied correctly, the validity of this science is 
lost. Part of the risk management process in Canada includes CFIA 
confidence that all conditions for the management of risk will be 
met by the proponent. The CFIA is concerned that authorizing the 
environmental release of Bt corn products with IRM plans with 
various refuge requirements, whether it be size or even layout, will 
create a complicating factor in growers' compliance with IRM 
requirements at large {i.e., that compliance will decrease even 
further), even more so if growers buy seed from 2 or 3 different 
companies. For example, a producer might plant a 5% refuge for a 
hybrid that requires a 20% refuge. Alternatively, if they buy seed 
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from 2-3 companies, they may opt to apply the simplest IRM plan of 
all three products across the board. 

currently, industry has not been able to maintain compliance with 
the current "genericn plans; therefore, there is concern that 
industry will not be able to ensure the proper 
application/implementation of IRM plans with varying refuge 
requirements {i.e., that an IRM plan will be correctly applied to 
the authorized product, and only to the authorized product) . Prior 
to moving forward, CFIA regulators must not only have internal 
discussions, but also discussions with industry and other relevant 
stakeholders on how industry will ensure that the requirements for 
different IRM plans will be met on an ongoing basis. The CFIA plans 
to discuss this at the September 2008 meeting as well. 

The purpose of Thursday's conference call is tO discuss whether the 
EPA has similar concerns and internal discussions as the CFIA. 
Furthermore, the CFIA would like to involve the EPA in its 
discussions with industry at the September 2008 meeting. 

I hope this helps to fill 
talking to you tomorrow. 

Kind regards, 

LUCY 

LUCy Reed, M.Sc. 

in the gaps a bit, and we look forward to 

{613) 221-4704 I reedle@inspection.gc.ca I Facsimile I Telecopieur 
{613) 228-6140 
Plant Biosafety Management Specialist, Canadian Food Inspection 
Agency 
specialiste, gestion de la biosecurite vegetale, Agence canadienne 
d'inspection des aliments 
59 Camelot Drive I 59, promenade Camelot Ottawa ON KlA OY9 
Government of Canada I Gouvernement du Canada 
www.inspection.gc.ca 
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Susanne, 

.Mike 
Mendelsohn/DC/USEPA 
/US 

05/22/2008 03:14AM 

To Susanne Cerrelli/OC/USEPAIUS@EPA 

cc John Kough/DC/USEPAIUS@EPA 

bee 

Subject Fw: Latest version for EPA 

FYI- This is an example of what Monsanto sent a few years ago to address the microbial data 
waivers. The eco section of the BRAD does address at least some waivers I don't know if or 
how Monsanto submitted them. 

Sorry about no1 getting the tolerance exemption piece- just not enough time. John probably 
has it taken care of already. My thought was to explain how most of the tax and allergenicity 
data was not developed based on the plant produced protein, but on the bacterially produced 
protein and on the sequence that was in the vector for the AA homology. On the analytical 
method, I thought we could say we have a method, but it was not needed because this is a 
tolerance exemption. Also on the glycosylation section, I thought adding basic information 
relative to the eucaryotic nature of glycosylation might help and that the Cry pro1ein is a 
procaryotic protein. 

Mike Mendelsohn 
Senior Regulatory Specialist 
Office of Pesticide Programs/ Biopesticides and Pollution 
Prevention Division (7511 P) 

U.S. Environmental Protection Agency 
1200 Pennsylvania Avenue NW 
Washington DC 20460 
(703) 308-8715 
(703) 308-7026 (fax) 
http://www .epa .gov/pesticides/bio pesticid es 
-----Forwarded by Mike Mendelsohn/DC/USEPAIUS on 05/22/2008 03:05AM-----

Mike 
Mendelsohn/DC/USEPA 
/US 

05/19/2008 07:51 AM 

To Mike Mendelsohn/OC/USEPA!US@EPA 

oc 

Subiect Fw: Latest version for EPA 

-----Forwarded by Mike Mendelsohn/DC/USEPAIUS on 05/19/2008 07:45AM----­

"SCHNEIDER, 
RUSSELL P (AG/1920]" 
<russell.p.schneider@m 
onsanto.com> 

02/21/2003 09:04AM 

Mike/Phil, 

To Mike Mendelsohn/DC/USEPA!US@EPA, Phil 
Hutton/DC/USEPAIUS@EPA 

ee 

Subject FW: Latest version for EPA 



MONSANTO 00 
MONSANTO COMPANY 

IJOO I {EYE) STREEOT, NW 

Sumo 450 EAST 
WMHINGTON, D.C. 2000)-7211 

PKONE {202) 78}·:?-460 

' h,lV./ 1 'v.V.. W.monsar,lccom' ' ' , 

May7, 2008 

Dr. Sheryl Reilly, Chief 
Microbial Pesticides Branch 
Biopesticides and Pollution Prevention Division (7511P) 
United States Environmental Protection Agency 
Washington, DC 20460 

'' 1 

Subject: Pre-Acceptance Letter for MON 89034 and MON 89034 x MON 88017 
EPA Petition Numbers: 6F7142 and 6F7143 
EPA File Symbols: 524-LTA, 524-L TL 
Application Date: September 29, 2006 

Dear. Dr. Reilly: 

This is a response of Monsanto Company to the above stated pre-acceptance letter dated 
May 6, 2008 from EPA with respect to Section 3 registrations of Monsanto's Bt com 
MON 89034 (CryiA.i05 and Cry2Ab2) and MON 89034 x MON 88017 (Cry!A.i05, 
Cry2Ab2, Cry3Bbl) under the Federal Insecticide, Fungicide, and Rodenticide Act 
(FIFRA). 

Monsanto Company accepts all the proposed conditions for registration with the 
following modification: 

1) Page 2: the table, row 3, column 2, Monsanto will conduct a 7 tol4 day 
Daphnia study as per the 885 Series OPPTS Guidelines. The reason for 
changing 21 day to 7-14 day study is that the 21 day guideline was designed 
for testing microbial pesticides. For Bt proteins, the pathogenicity and 
infectivity is not an issue. The 2000 EPA-SAP and 2007 EPA white paper (eel, 
Robyn Rose) recommended to conduct a minimum 5 day, preferably 7-14 
days daphnia study for Bt proteins. 

2) Page 4: section a, 4th paragraph, last line, change "Monsanto PIP products" to 
"Monsanto com PIP products." Page 6: section v, lines 8 and 10, change 
"PIP products" to "Monsanto com PIP products." Page 10, last line of 2nd 

paragraph, change "Monsanto PIP products" to "Monsanto com PIP products". 

' 

>1 '' 

' ' > ' 

' > ' 



Similarly on Page 12, section v, lines 7 and 10, change "PIP products" to 
"Monsanto corn PIP products." 

In addition, we suggest the following editorial changes/correction: 

i. Page 9: point vi, change "April 30th" to "August 31st.. to be consistent 
with point iv of Page 8. Also, on page 9, section a) Refuge ReC[Wi-e'M.ents 
for MON 89034 x MON 88017, third paragraph, change "MON 8~0:l4" to 
"MON 89034 X MON 880 17". • • : .• : 

ii. Page 15: first paragraph of section e), correct typing error of "889Q3W' to _ 
"89034". Also, on page 15, point vi, change "April30!h" to "Augu:;t 31st..-
to be consistent with point iv of Page 8. , ; 

Per your request in the pre-acceptance letter, the following administrative materials are 
also provided herein: 

a) Updated labels for MON 89034 and MON 89034 x MON 88017 
b) Updated Confidential Statement of Formula (CSF) 
c) Updated Certification with Respect to Citation of Data Form 
d) Updated data matrix ofMON 89034 and MON 89034 x MON 88017 

If you have any questions regarding this letter and the attached materials please feel free 
to contact Dr. Russell Schneider, Senior Director, Monsanto Regulatory Affairs & Policy 
at (202) 383-2866, or me at the phone numbers or e-mail listed below. 

Sincerely 

Yong Gao, Ph.D. 
Regulatory Affairs Manager 
Monsanto Company 

Office: (314) 694-2943 
Mobile: (314) 488-0971 
yong.gao@monsanto.com 

cc: Susanne Cerrelli, EP A/OPP/BPPD 
Mike Mendelsohn, EPA/OPP/BPPD 
Russell Schneider, Monsanto 
Carolyn Carrera, Monsanto 

, ' ) ' 

" . • • • 
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May7, 2008 

Dr. Sheryl Reilly, Chief 
Microbial Pesticides Branch 

MONSANTO~ 

Biopesticides and Pollution Prevention Division (7511P) 
United States Environmental Protection Agency 
Washington, DC 20460 

MONSANTO COMPANY 

1300 I (EYE) STREET, NW 

SUITE 450 EAST 

WASHINGTON, D.C. 20005·7211 

PHONE (202) 763-2460 

FAX (202) 76\}-1819 

http:((www.monsanto.com 

Subject: Pre-Acceptance Letter for MON 89034 and MON 89034 x MON 88017 
EPA Petition Numbers: 6F7142 and 6F7143 
EPA File Symbols: 524-LT A, 524-L TL 
Application Date: September 29, 2006 

Dear. Dr. Reilly: 

This is a response ofMonsanto Company to the above stated pre-acceptance letter dated 
May 6, 2008 from EPA with respect to Section 3 registrations of Monsanto's Bt corn 
MON 89034 (Cry1A.105 and Cry2Ab2) and MON 89034 x MON 88017 (Cry1A.I05, 
Cry2Ab2, Cry3Bbl) under the Federal Insecticide, Fungicide, and Rodenticide Act 
(FIFRA). 

Monsanto Company accepts all the proposed conditions for registration with the 
following modification: 

1) Pagel: the table, row3, column 2, Monsanto will conduct a 7 to14 day 
Daphnia study as per the 885 Series OPPTS Guidelines. The reason for 
changing 21 day to 7-14 day study is that the 21 day guideline was designed 
for testing microbial pesticides. For Bt proteins, the pathogenicity and 
infectivity is not an issue. The 2000 EPA-SAP and 2007 EPA white paper (ed, 
Robyn Rose) recommended to conduct a minimum 5 day, preferably7-14 
days daphnia study for Bt proteins. 

2) Page 4: section!!. 4111 paragraph, last line, change "Monsanto PIP products" to 
"Monsanto com PIP products." Page 6: section v. lines 8 and I 0, change 
''PIP products" to "Monsanto com PIP products." Page IO,last line of 2nd 
paragraph, change "Monsanto PIP products" to ''Monsanto com PIP products". 



Similarly on Page 12, section v.lines 7 and 10, change "PIP products" to 
"Monsanto com PIP products." 

In addition, we suggest the following editorial changes/correction: 

i. Page 9: point vi, change "April 30th.' to "August 31st .. to be consistent 
with point iv of Page 8. Also, on page 9, section a) Refuge Requirements 
for MON 89034 x MON 88017, third paragraph, change "MON 89034" to 
"MON 89034 x MON 88017". 

ii. Page 15: first paragraph of section e), correct typing error of "889034" to 
"89034". Also, on page 15, point vi, change "Apri130!1b' to "August 3ln.' 
to be consistent with point iv of Page 8. 

Per your request in the pre-acceptance letter, the following administrative materials are 
also provided herein: 

a) Updated labels forMON 89034 andMON 89034 x MON 88017 
b) Updated Confidential Statement ofFonnula (CSF) 
c) Updated Certification with Respect to Citation of Data Form 
d) Updated data matrix ofMON 89034 and MON 89034 x MON 88017 

If you have any questions regarding this letter and the attached materials please feel free 
to contact Dr. Russell Schneider, Senior Director, Monsanto Regulatory Affairs & Policy 
at (202) 383-2866, or me at the phone numbers or e-mail listed below. 

Sincerely 

Yong Gao, Ph.D. 
Regulatory Affairs Manager 
Monsanto Company 

Office: (314) 694-2943 
Mobile: (314) 488-0971 
yong.gao@monsanto.com 

cc: Susanne Cerrelli, EP A/OPP/BPPD 
Mike Mendelsohn, EPA/OPPIBPPD 
Russell Schneider, Monsanto 
Carolyn Carrera, Monsanto 



Plant-Incorporated Protectant Label 

MON 89034 x MON 88017 

Lepidopteran-and Rootworm-Protected Com 
(OECD Unique Identifier: MON-89034-3 x MON 88017-3) 

Active Ingredients: 

Bacillus thuringiensis CrylA.l 05 protein and the genetic material necessary for its 
production (vector PV-ZMIR245) in event MON 89034 com ............. 0.001-0.0024% 

Bacillus thuringiensis Cry2Ab2 protein and the genetic material necessary for its 
production (vector PV-ZMIR245) in event MON 89034 com ............. 0.0030-0.0057% 

Bacillus thuringiensis Cry3Bbl protein and the genetic material necessary for its 
production (vector PV-ZMIR39) in event MON 88017 com ............. 0.0037-0.0070% 

Inert Ingredient: 

CP4 EPSPS protein (5-enolpyruvylshikimate-3-phosphate synthase) and genetic material 
necessary (vector PV-ZMIR39) for its production in com event MON 
88017 .................................................................................. 0.0038-0.0069% 

Percentage (wt/wt) on a dry weight basis whole plant (forage) 

Caution 

KEEP OUT OF REACH OF CHILDREN 

NET CONTENTS, ___ _ 

EPA Registration No. 524-LTA 

EPA Establishment No. 524-M0-002 

Monsanto Company 
800 North Lindbergh Blvd. 
StLouis,M063167 

DIRECTIONS FOR USE 

It is a violation ofFederallaw to use this seed in any manner inconsistent with this 
labeling. Information regarding conunercial production must be included in the 
Teclmology Use Guide. 

Monsanto Company 06-CR-177E-2 Page 1 



MON 89034 x MON 88017 protects corn crops from leaf, stalk, and ear damage caused 
by corn borers and root damage caused by corn rootworm larvae. In order to minimize 
the risk of these pests developing resistance to MON 89034 x MON 88017 corn, an insect 
resistance management plan must be implemented which includes planting of a structured 
refuge. Growers who fail to comply with the IRM requirements risk losing access to 
Monsanto corn PIP products. 

These refuge requirements do not apply to seed increase/propagation of inbred and hybrid 
seed corn and small scale research trials for observation, nor to commercial hybrid sweet 
corn. 

For MON 89034 x MON 88017 sweet corn, growers are required to destroy any MON 
89034 x MON 88017 sweet corn stalks that remain in the field following harvest via 
rotary mowing, discing, or plow-down within one (I) month of harvest. 

For MON 89034 x MON 88017 field corn, two options for deployment of the refuge are 
available to growers. 

The first option is planting a common refuge for both com borers and corn rootworms. 
The common refuge must be planted with ·corn hybrids that do not contain Bt 
technologies for the control of corn borers or corn rootworms. The refuge area must 
represent at least 20% of the grower's corn acres (i.e., sum ofMON 89034 x MON 88017 
acres and refuge acres; refuge area must contain 20 acres of corn for every 80 acres of 
MON 89034 x MON 88017 corn planted). It can be planted as block within or adjacent 
(e.g., across the road) to the MON 89034 x MON 88017 field, perimeter strips (i.e., strips 
around the field), or in-field strips. If perimeter or in-field strips are implemented, the 
strips must be at least 4, and preferably 6 consecutive rows wide. The common refuge 
can be treated with an insecticide to control rootworm larvae and other soil pests. The 
refuge can also be treated with a non-Bt foliar insecticide for the control of late season 
pests if pest pressure reaches an economic threshold for damage; however, ifrootworm 
adults are present at the time of foliar applications then the MON 89034 x MON 88017 
field (acres) must be treated in a similar manner. Economic thresholds will be 
determined using methods recommended by local or regional professionals (e.g., 
Extension Service agents, crop consultants). A schematic of one common refuge 
deployment option is shown below: 

Common Refuge 

MON 89034 x 
MON 88017 +-f-
(80 acres) 

Monsanto Company 06-CR-1 nE-2 

Refuge 
Non·Bt Com 
(20 acres) 

Page2 



The second option is planting separate refuge areas (e.g., two refuge areas, a double 

refuge, or paired refuge areas) for com borers and com rootworms. The corn borer 
refuge must be planted with com that is not a lepidopteran-protected Bt hybrid, must 
represent at least 20% of the grower's corn acres, and must be planted within~ mile of 
the MON 89034 x MON 88017 field. The com borer refuge can be treated with an 
insecticide for corn rootworm larval control, or a non-Bt foliar applied insecticide for 
com borer control if pest pressure reaches an economic threshold for damage. Economic 
thresholds will be detennined using methods recommended by local or regional 
professionals (e.g., Extension Senrice agents, crop consultants). 

The corn rootworm refuge must be planted with corn that is not a com rootworm­
protected Bt hybrid, but can be planted with Bt hybrids that control corn borers. The com 
rootworm refuge must represent at least 20% of the grower's corn acres (i.e., com 
rootworm refuge must contain 20 acres of com for every 80 acres ofMON 89034 x MON 
88017 com planted) and can be planted as a block within or adjacent to the MON 89034 
x MON 88017 field, strips around the field, or in-field strips. If perimeter or in-field 
strips are implemented, the strips must be at least 4, and preferably 6 consecutive rows 
wide. The com rootworm refuge can be treated with an insecticide to control rootwonn 
larvae and other soil pests. The refuge can also be treated with a non-Bt foliar insecticide 
for control of late season pests; however, if com rootwonn adults are present at the time 
of foliar applications then the MON 89034 x MON 88017 field must be treated in a 
similar manner. A schematic of one separate refuge option with the com rootworm 
refuge planted as a block within the field and the corn borer refuge planted within a~ 
mile of the MON 89034 x MON 88017 field is shown below: 

Separate Refuge 

s: X mlfe 

MON 89034x 
MON 88017 
(80 acres) Refuge -- Corn borer 

protected corn 
{20 acres) 

Monsanto Company 06-CR-177E-2 

-r-

L._ 

Refuge 
Non-81 corn 
(20 acres) 

Page3 



European corn borer 
Southwestern com borer 
Southern cornstalk borer 
Comearworm 
Fall annyworm 
Com stalk borer 
Sugarcane borer 

Western com rootwonn 
Northern com rootwonn 
Mexican corn rootworm 

Corn Insects Controlled 

Ostrinia nubilalis 
Diatraea grandiosella 
Diatraea crambidoides 
Helicoverpa zea 
Spodopterafrugiperda 
Papaipema nebris 
Diatreae saccharalis 

Diabrotica virgifera virgifera 
Diabrotica barberi 
Diabrotica virgifera zeae 

Sales of com hybrids that contain Monsanto's Bt com plant pesticide must be 
accompanied by a Grower Guide which includes information on planting, production and 
insect resistance management and notes that routine applications of insecticides to control 
these insects are usually unnecessary when com containing the Bt proteins is planted. 

MON 89034 x MON 88017 is a product of Monsanto's research program offering unique 
genetic characteristics for specific grower needs and may be protected by one or more of 
the following U.S. patents: 5023179,5110732,5164316, 5196525, 5322938, 5352605, 
5359142,5378619,5424412,5554798, 5641876,5717084,5728925,5804425,601810~ 
6025545,6051753,6063597,6083878,6331665,6489542,6645497,6962705,7064249, 
7227056, and 7250501. 
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EPA Registration File No. 524-576 Vol. # 1. 

Page is not included in this copy. 

Pages -'6~1~--- through ~6~4 __ __ are not included in this copy. 

The material not included contains the following type of 
information: 

Identity of product inert ingredients. 

Identity of product impurities. 

Description of the product manufacturing process. 

Description of quality control procedures. 

Identity of the source of product ingrePients. 

Sales or other commercial/financial information. 

_____ A draft product label. 

X The product confidential statement of formula. 

Information about a pending registration action. 

FIFRA registration data. 

The document is a duplicate of page(s) 

The document is not responsive to the request. 

Internal deliberative information. 

______ Attorney-client communication. 

Claimed confidential by submitter upon submission to the 
Agency. 

Third party confidential business information. 

The information not included is generally considered confidential 
by product registrants. If you have any questions, please contact 
the individual who prepared the response to your request. 
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&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S. W. 

WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average t.25 hours per response for 
re!;Jstration and 025 hours per response for reregistration and special review activities, including time for reading the instructions and completing the 
necessary forms. Send comments regarding burden estimate or any other aspect of this collection of information, including suggestions for reducing the 
burden to Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 40 f M Street, S.W., Washington DC, 
20460. Do not send the completed form to this address. 

Certification with Re!;pect to Citation of Data 
Appficant's!Registrant's Name, Address, and Telephone Number: EPA Registrafion Number f File Symbol: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 524·LTA 
(314) 694-2943 
Active Jngredient(s) and/or representative test compound(s): Bacillus thuringiensis Date: 

CrylA.l05, Cry2Ab2, and Cry3Bbl Proteins and the Genetic Material (Vector 

PV~ZMIR245 and Vector PV~ZMIR39)Necessaryfor their Production in MON 89034 x 
May 7, 2008 

MON 88017 

General Use Pattern(s) (fist all those claimed for this product using 40 CFR Part t58: Product Name: 

Terrestrial field crop MON 89034 x MON 88017 

NOTE: If your product is a fOO% repackaging of another purchased EPA-regi~t~~ed product label~:l.for all the same uses on your label, you do not 
need to submit this fonn. You must submit the Formulator's Exemotion Statement EPA Form 8570-27 . 

D I am responding to a Data-Call-in Nolice, and have included with this form a Jist of companies sent offers of compensation (the Data Matrix 
fonn should be used for this ~Qose)~ 

Section 1: METHOD OF DATA SUPPORT (Check one method only) 
Jam using the cite-all method of support, and have included wilh 

~ 
I am using the selective method of support (or cite-all option 

D th.ls fonn a list of companies sent offers of compensation (the under the selective method), and have included with this form a 
Data Matrix Form should be used for this purpose). compi~J~.d list of data requirements (!he Data Matrix form must 

be used . 

Section II: GENERAL OFFER TO PAY 

D [Required if using the cite-all method or when using the cite-all option under the selective method to satisfy one or more data requirements] 

I hereby offer and agree to pay compensation, to other persons, with regard to the approval of this application, to the extent required by FIFRA. 

Section Ill: CERTIFICATION 
J certify that this application for registration. this form for reregistration, or this Data-Call-In response is supported by all data submitted or cited in 

the application for registration, the fonn for registration, or the Data-Call-In response. In addition, if the cite-aU option or cite-all option under the 
selective method is indicated in Section 1, this application is supported by all data in the Agency's fdes that (1) concem the properties or effects of this 
product or an identical or substantially similar product, one or more of the ingredients in this product; and (2) is a type of data that would be required to 
be submitted under the data requirements in effect on the date of approval of this application if the application sought the initial registration of a product 
of identical or similar composition and uses. 

J certify that for each exclusive use study cited in support of this registration or reregistration, that I am the original data submitter or thall have 
oblained the written permission of the original data submitter to cne that study. 

I certify that for each study cited in support of this registration or reregistration that is not an exclusive use study, en her: (a) I am the original daJa 
submitter; (b) I have obtained the permission of the original data submitter to use the study in support of this application: (c) all periods· of eligibility for 
compensat)(ln have expired for the study: (d) the study is in the public literature; (e) I have notified In writing the company that submitted the study and 
have offered (i) to pay compensation to the extent required by sections 3(c}(f)(f) and/or 3(c)(2)(B) of FIFRA: and (ii) to commence negotiations to 
determine the amount and terms of compensation, if any, to be paid for the use of the study. 

J certify that in all instances where an offer of compensation is required, copies of all offers to pay compensation and evidence of their delivery in 
accordance with sec~ons 3(c)( f}(F) and/or 3(c)(2)(B) of FIFRA are available and will be submitted to the Agency upon request. Should 1 fail to produce 
such evidence to the Agency upon request I understand that the Agency may initiate action to deny, cancel or suspend the registration of my product in 
conformity with FIFRA. 

I certify that the statements J have made on this form and all attachments to it are true, accurate, and complete. J acknowledge that any 
knowinalv false of misleadln!l" statement may be ounishable bv fine or imPrisonment of both under the aoolicable Jaw. 

Sig~ature Date Typed or Printed Name and Tille 

~ ~ May?, 2008 YongGao,Ph.D. 

Regulatory Affairs Manager 

EPA Form 8570-34 (9-97) Electromc and Paper Versmns avrulable. Submit only Paper versiOn. 
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! &EPA 
Form Approved OMB No. 207Q-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washi~!on, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for !his colleclion of informalion is eslimaled Jo average 0.25 hours per response for registraJion aclivilies and 0.25 hours per 
response for reregis!raJion and special review aclivities, including time fOr reading the inslructions and compleJing lhe necessary forms. Send commenls regarding Jhe burden eslimate or any 
oJher as peel of this collection of Information, including suggestions for reducing the burden lo: DirecJor, OPPE lnformalion Managemenl Division (2137), U.S. Environmental ProJection Agency, 
401 M Streel, S.W., WashlnJJ!On, DC 20460. Do not send Jhe form Jn this address. 

DATA MATRIX 

Date: May 7, 2008 EPA Reg. No./Fi!e Svmbo!: 524-LTA J Page I of 29 
Appllcant's/Reglslranl's Name & Address: 
MonsanJo Comp~ny, 800 N. Lindbergh Blvd., SL Louis, MO 63167 Product: MON 89034 x MON 88017 
!ngredienl Bacillus lhuringiensis Cry I A.! 05, Cry2Ab2, and Cry3Bb! Prolcins and the Genclic Materia! (YccJors PV-ZM1R245 and PV-ZMIR39) Necessary for lheir Produclion in 

I MON 89034 x MON 88017 

Guideline Reference Number Guideline Sludv Name MRID NUmber Submmer Slalus Nole 

' 
Hattmatm, A.J., KE. Niemeyer, and A Silvaoovich. 
2006, Assessment ofthcCrylA.I05, Cry2Ab2, 
Cry3Bb1, and CP4 EPSPS Protein Levels in Selected 
Tissues of Insect-Protected Corn MON 89034 >< MON 
88017 Produced in 2005 U.S. Field Trials. Monsanto Product 

885.2500 Technical Re ott MSL0020479. 4695!3-03 Monsanto Comrnm OWN Characterization 

MacRae, T.C., C.R- Brown, and S.L. Levine. Evaluation 
ofPoteotial for Interactions Between the Bacinus 
thuringiensls Proteins Cry!A,l05, Cry2Ab2, aod ProducJ 

885.2100 Cry3Bbl, Monsanto Technical Report MSL--20270, 469513-05 Monsanto Company . OWN Chancterization 

Submission ofSupplemenlal Data (May 21, 2001) in 
Support of the Application for Registration ofMON 863: 
Corn Rootworm ProlectOO Com (Vector ZMIR13L); EPA Product 

885.1100 File SyrnboJ524-LEl. NIA Monsanto Cmu ' OWN Characterization 

Bogdanova, N.N. 2006. Human Health and 
Environmental AssesStncnt oftbe Pbnt-Incorporated 
Protectant Bacillus thuringiensis Cry1A. 105, Cry2Ab2 
and Cry3Bbl Proteins Produced in Insect-protected Com 
MON 89034 x MON 88017. Monsanto Technical Report Product 
MSL--20434. 469513-01 Monsanto Company OWN Characterization 

Groat, J.R., B.J. Wolff, J.F. Rice, and J.D. Masucci. 
2006. Confirmation of the Integrity of ComMON 89034 
x MON 88017 by Southern Blot Analysis. Monsanto Product 

8852100 T cchniea t Re~rt MSL--20145. 469513-02 Monsanto Couuxmv OWN Cltaracterization 

Signature Name and Title Date 

~ ~ Yong Gao, PhD. May 7,2008 

Regulatory Affairs Manager 
- - --·····-------

EPA Form 8570-35 (9-97) Eleclronic and Paper versions avanable. Submh only Paper version. Agency!nlernal Use Copy 
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·oEPA 
Form Approved OMS No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S. W. 

Washington D.c. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of Information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, Including time for reading the instrucJions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Direclor, OPPE Information Management Division (2137}, U.S. Environmental Protection Agency, 
401 M Slreet, S.W., Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 
Date: May 7, 2008 EPA Reg. No./File Symbol: 524-LTA I Page 2 of 29 

Applicant'stReglstrant's Name & Addres~>: 
Monsanto Coilloanv, 800 N. Lindber It Blvd. St. Louis, MO 63167 Product: MON 89034 x MON 88017 
Ingredient Bacillus thuringiensis Cry I A.! 05, Cry2Ab2, and Cry3Bbl Proteins and the Genetic Material (Vectors PV-ZMIR245 and PV -ZMIR39} Necessary for their Production in 
MON 89034 x MON 88017 

Guideline Reference Number Guideline Study Name MRIDNumber Submitter Status Note 

Supplemental Infonnation for "O:y38bt and CP4 EPSPS 
Protein Levels in Com Ttssues Collected from MON 
8801: ~~Produced in U.S. Field Trials Conducted in Product 

885.1100 2002" RIDNo.46I817-03l 465783-02 Monsanto Company OWN Characterization 

Bogdanova, N.N. 2006. Human Health and 
Environmental Assessment ofthe Plant-Incorporated 
ProtectantBacillus thuringiensis Cry!A.I05 and Product 

885.110 Ct'12Ab2 Proteins Produced in ComMON 89034. 469514-01 Monsanto Company OWN Characterization 

Rice, J.F., BJ. Wolff, J.R, Groat, N.K. Scanlon, J.C. 
Jennings, and J.D. Masucci. 2006. Amended Report for 

885. I tOO MSL-20072: Molecular Analysis of ComMON 89034. Product 

Monsanto Technical Report MSL-203 I I. 469514-02 Monsauto Company OWN Charactcrizalion 

Hartmann, A.J., K.E. Niemeyer, and A. Silvanovich. 
2006. Assessment ofthcCrytA.l05 and Cry2Ab2 
Protein Levels in Tissues ofinsect-Protected ComMON 
89034 Produced in 2005 U.S. Field Trials. Monsanto Product 

885.1100 Technical Re ort MSL-20285. 469514-03 Monsanto Company OWN Characterization 

Karunanandaa, K, I.J. Th01p, M.E. Goley, S.L. Levine, 
and A. Silvanovicb. 2006. Characterization of the 
Cf)2Ab2 Protein Purified from the Com Grain ofMON 
89034 and Comparison of the Physicochemical and 
Functional Properties oftbe Plant-Produced and E. coli-
Produced Cry2Ab2 Proteins. Monsanto Technical Repott Product 

885.1100 MSL-20071. 469514-04 Monsanlo Company OWN Characterization 

Signature Name and Title Date 

~ ~ Yong Gao, PhD. May 7, 2008 

Regulatory Affairs Man_!!ger 

EPA Fonn 8570-35 (9-97} Electronic and Paper versions available. Submit only Paper version. Ann-~u 1-•-•-~1 ll~n "-"" .gency 'PY 

® 
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&EPA 
Form Approved OMS No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review acliVities, Including time for reading the instructions and completing the necessary forms. Send comments regarding the burtlen estimate or any 
other aspect of this collection of Information, including suggestions for reducing the burden to: Director, QPPE Information Management Division {2137), U.S. Environmental Protection Agency, 
401 M Street S.W., Washinqton DC 20460. Do not send the form to this address. 

DATA MATRIX 
Date: May 7, 2008 EPA Reg. No./File Symbol: 524~LTA 1 Page 3 of 29 

AppHcant's/Registrant's Name & Address: 
' 

Monsanto Company, 800 N. Lindbcfl(h Blvd., Sl. Louis, MO 63167 Product: MON 89034 x MON 88017 
Ingredient Bacillus thuringiensis CrylA.I05, Cry2Ab2, and Cry3Bbl Proteins and the Genetic Material (Vectors PV-ZMIR245 and PV-ZMIR39) Necessary for lbcir Production in 
MON 89034 x MON 88017 

Guideline Reference Number Guideline Study_Name MRIDNumber Submitter Status Note 

Levine, S.L aod J. Uffman. 2006. Evaluation of the 
Functional Equivalence of the Cry2Ab2 Protein Produced 

885.1100 in E.Co/i and Bt Against a Sensitive Lepidopteran Product 
Soccies. Monsaolo Technical Reoort MSL-20132. 4695!4-05 Monsauto Company OWN Characterization 

Brown, M. (2003).1'raitChelr;TM Cry3Bbl.ateral Flow 
Tesl Strip and SeedCheftM Cry3Bb ELISA Performance 
Verification for Com Seed, Leaf, and Composite Testing. 
MSL- 19581, in unpubUsbed study conducted by Product 

860.1340 Strategies Dial'.llo5tics Inc. 463942-0l Monsanto Company OWN Characterization 

Suppterncutal1nfo1Ulation for "Evaluation of Fuuetional 
Equivalence of Two Cry3Bbl Protein Variants Against 
~:;eeptible Coleopteran Species" (MR!D No. 461817- Product 

885.1100 04 465783-03 Mons auto Company OWN Cbaraclerizalion 

Bogd.anova, N.N. 2005. Structural and Functional 
Similarity of the CrytA.i05 Protein to Cry lA Class of 
Bacillus thuringiensis Proteins. Monsanto Technical Product 

885. t 100 Report 05-RA-62-01. 466946-01 Monsanto Com~y OWN Characterization 

Dudin, Y., 8-P. Tonnu and R. P. Lirette (2001). 
Cry3Bbl, Cry lAb and NPTit Protein Levels in the Dual-
trait Maize Hybrid MON 863 x MON 810 Produced in 
Aigentiniau Field llial.<; Conducted During the t999-
2000 Growing Season. Monsanto Teclmicat Report MSL- Prodoo 

885.1100 17266. 457917-02 Monsanto Company OWN Characterization 

Signature 

~ ~ 
Name and Title Date 

Yong Gao, PhD. May7, 2008 

-
~gutalory Affairs Manager 

EPA Form 8570·35 (9-97) Electronic and Paper versiOns avalable. Subm"rt only Paper versiOn. Agency Internal Use Copy 

® 
Monsanto Company 06-CR-177E-2 Page 12 



&EPA 
Form Approved OMS No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S. W. 

Washinaton, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average o.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time tor reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W., Washimllon DC 20460. Do not send the form to this address. 

DATA MATRIX 
Date: May 7, 2008 EPA Reg. No./Fite Symbol: 524*LTA J Page 4 of29 

Applicant's/Registrant's Name & Address: 

Monsanto Company, 800 N. Lindber~h Blvd., St. Louis, MO 63 I 67 Product: MON 89034 x MON 88017 

lngedient Bacillus thuringierois Cty!A.l05, Cry2Ab2, and Cty3Bbl Proteins and the Genetic Material (Vectors PV-ZMIR245 and PV -ZMIR39) Necessary for their Production in 
MON 89034 x MON 88017 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

Rice, J.F., B.J. Wolff, J.C. Jennings, and J.D. Masucci. 
2005. Summary of Southern Blot Analysis ofMON 
89034 and MON 89597 Com. Monsanto Technical Product 

885.\100 Rctmrt MSL-20068. 466945-0t Monsanto Contuan OWN Cltaractcrizatiou 

Sidhu, R. S. (2004). Human Health and Envirorunental 
Asscss"ment of !he Ptant-Incmporated Pwtectant Bacillus 

885.\100 thuringiensi$ Cry3Bbl Protein Produced in MON 88017. Product 

Monsanto Technical Report MSL-18835. 46t8I7-0t Monsanto Cmnoa.1 OWN Characterization i 
Beasley, K. A.,H.M. Anderson, P.B. Wimberley, D.W. 
Mittank, and R.P. Lirette. 2002. Molecular analysis of 
YieldGard®RootwonntRoundup Read/' corn event MON 

Product 

885.1100 
88017. Monsanto Technical Report, MSL-17609. 

461817-02 Monsanto Cont " OWN Characterization 

Bhakta, N. S., A J. Hartmann, and J. C. Jennings (2003). 
Cry3Bbl and CP4 EPSPS protein tevds in corn tissues 
collected from MON 88017 com produced in U.S. fiekl 
trials conducted in 2002. Monsanto Teclmical Report, 
MSL-18823. Pmduct 

885.\lOO 461817-03 Monsanto Com\l3nv OWN Cltaracterization 

Duan, J. J., M. S. Paradise and C. Jiang (2003). 
Evaluation of functional equivalence of two Cry3Bbt 
protein variants against susceptible Coleopteran species. Product 

885.1 tO Monsanto Technical RCllort MSL-t8799. 46t8t7-04 Monsanto Company OWN Characterization 

Name and Title Date 

~ ~ YongGao, PhD. May7, 2008 

Signature Re_gulatory Affairs Manager 

E.PA FO.ITn 8570-35 (9-97) Electronic and Paper versions ava·llable. Submit only Paper vers"ton. Agency Internal Use Copy 

~ 
Monsanto Company 06-CR* 177E-2 Page 13 



&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S. W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of Information Is esllmaled to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collect\~~~f information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
40t M Street, S.W., Washin on, DC 20460. Do not send the form to this address. 

DATA MATRIX 
Date: May 7, 2008 EPA Reg. No.!Flle Symbol: 524-LTA j Page 5 of 29 

Applicant's/Registrant's Name & Address: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 89034 x MON 88017 
Ingredient Bacillus thuringiensis Cry I A. 105, Cry2Ab2, and Cry3Bbl Proteins and the Genetic Material (Vectors PV-ZMIR245 and PV-ZMIR39) Nece...sary for their Production in 
MON 89034 x MON 88017 

Guideline Reference Number Guideline Studv Name MRID Number Submitter Status Note 
Dudin, Y. A, B-P. Tonou, L. D. Albee and R. P. Lirette 
(200 t). Amended Report for MSL-16559: B.t. 
Cty3Bb I. I 1098 aod NPTll Protein Levels in Sample 
Tissue Collected from MON 863 Grown in 1999 Pietd Product 

885.1 tOO Trials. Monsanto Technical Rcnort...M:SL-t7 18 t. 454240-01 Moosanto Comoan OWN Characterization 

Hitemao, R. E. and J.D. Astwood {2001). Additional 
Cbamctcrizatio.o of the Cry3Bhl Protein Produced in Product 

885. t too MON 863. Monsanto Technical Report, MSL- 17137. 454240-10 Monsaoto Comoanv OWN Characterization 

Holleschak, G., T. C. Lee, R. E. Hileman, P. D. Pyla, aod 
J.D. Astwood (2001). Amended Report for MSL-15835: 
Assessment of the Equivalence of Rr. Prolein Jl 098, B.t. 
Protein 11231 and NPTll Protein E~pressed in Com 
Events MON 853 and MON 860 to Microbial Smuces. Product 

885. t toO Technical ~ort MSL- 17222. 454240-04 Monsanto Cmnpany OWN Cbm;acterization 

Goertz, B., T. Ganguly,J. Lee, T. Lee, and E.A Rice. 
2005. Charnctcriz~tion of the Cry lA 105 Protein 
Purified fi:omtbe Com Grnin ofMON 89034 and 
Comparison of the Pbysicocbemicat and Fnnctiooat 
Properties ofthePlant-Prodnccd and E. coli-Prod need 
CrytA to5 Proteins. Monsanto Technical Report, MSL- Product 

8852tOO 19960. 466946-04 Monsaoto Commn OWN Characterization 

Holleschak, G., R. E. Hileman, and J. D. Astwood {2001). 
Amended Report for MSL-16596: Assessmeotoftbe 
Physicochemical Equivalence ofCry3Bb!.l 1098 and 
NPTll Proteins in Com Event MON 863 to Microbial Product 

885.1100 Sources. Technical Report MSL-17220. 454240-05 Monsanto Comm n OWN Charnctcri~ation 

Signature Name and Title Date 

~ ~ Yong Gao, PhD. May 7, 2008 

Regulatory Affuirs Mana2er 
- • ' ,_ . "- --EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. .gency py 

~ 
Monsanto Company 06-CR-I77E-2 Page 14 



I &EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S. W. 

Washinaton, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the bt.rden to: Dlredor, OPPE lnform<tion Management Oiv'1sion (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W., Washii.!m_on, DC 20460. Do not send the form to this address. 

DATA MATRIX 
Date: May 7, 2008 EPA Reg. No./File Symbol: 524-LTA I Page6of 29 

Applfcant's/Refistrant's Name & Address: 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 89034 x MON 88017 
Ingredient Bacillus thuringiensis Cry lA. 105, Cry2Ab2, and Cry3Bb t Proteins and the Genetic Material (Vectors PV-ZMIR245 and PV -ZMIR39) Necessary for their Production in 
MON 89034 x MON 88017 

Guideline Reference Number Guideline Studv Name MRID Number Submitter Status Note 

Hileman, R. E., G. Hotlesctmk, L.A. Turner, R. S. 
Thoma, C. R. Brol\ln and J.D. Astwocd (2001). 
Characterization and Equivalence oflhe Oy3Bbl Protein 
Produced by E. coli Pcnnentation and MON 863. Product 

885.100 Monsanto Technical Report MSL--!7274. 455382~0 t Monsanto Company OWN Characterization 

Kotwyck,D., B-P. Tonnu, Y. A. Dudin, T. Ploesser and 
K. Gustafson (2001). Validated Method for Extraction 
and Direct ELISA Analysis ofCry3Bbl in Corn Grain. Product 

860-1340 Monsanto Ref. No. 99-640E- t. 45373 t-01 Monsanto Com 1an OWN Characterization 

Thoma, R. S., G. Holtcschak, R. E. Hileman and J.D. 
Astwood (2001). Primary Structural Protein 
Chamctcrization ofMON 863 Cry3Bbt. 11098 Protein Product 

885.100 Using N-terminat Sequencing and MALDt Time of Flight 454240-11 Monsanto Com\l<U].y OWN Characterization 

Bogdan ova, N. (2007). Supplemental lnfonnation for 
MRID No. 46951302 "Confirmation of the Integrity of 
ComMON 89034 x MON 88017 by Southern Blot Product 

885. t too Analysis". 47!275-02 Monsanto Com an OWN Characterization 

Bogdanova, N. (2007). Supplemental Infonnation fbr 
MRID No/ 46951402 "Amended Repcct for MSL-20072: Product 

885.1100 Molecular Anal sis of ComMON 89034". 471275-03 Monsanto Cm~!JE~ny OWN Characterization 

Signature 

~ 
Name and Title Date 

~ Yong Gao, PhD. May 7, 2008 

Regulatory Affairs Manager 
- - --··· - - -- - --··-·-- -· --····· -- ------

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 

8 
Monsanto Company 06-CR-177E-2 Page 15 



&EPA 
Form Approved OMB No. 2070·0060 

' UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The pub fie reporting burden for !his collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
respnnse for reregistration and special review activities, Including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection ofin1ormation, including suggesnons for reducing the burden to: Director, OPPE Information Management Oivlsion (2137), U.S. Environmental Protection Agency, 
401 M Street S.W ., Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 
Date: May 7 2008 EPA Reg. No./File Symbol: 524-LTA Page 7 of 29 

Appllcant'S/Registrant's Name & Address: 

Monsanto Company, 800 N. Lindbergh Blvd. St. Louis MO 63167 Product: MON 89034 x MON 88017 

Ingredient Bacillus thuringiensis Cry lA 105, Cry2Ab2, and Cry3Bb I Proteins and the Genetic Material (Vectors PV-ZMIR245 and PV-ZMIR39) Necessary for their Production in i 
MON 89034 x MON 88017 

Guideline Reference Number Guideline Study !'lame MRID Number Submitter Slatus Note 
N. Bogdomova (2007). Supplemental Infunnation for 
MRID No. 469Sl303 "Assessment of the CrylA. lOS, 
Oy2Ab2, Cry3Bbt and CP4EPSPS Protein levels in 

~~ected Tissues oflnsect-Protecte~.i:.~ON 89034 x Product 
885.1100 ON 88017 Produced in 200S U.S. iel Trials". 471275-04 Monsauto Com an OWN Characterization 

Supplemental lnfonnation fur MRID No. 46951403 
"Assessment of the CrytA.IOS and Cry2Ab2 Protein 
Levels in Tissues of insect-Protected ComMON 89034 ProdllCl 
Produced in 200S U.S. Field Trials". 471275-05 Monsanto Comuan OWN Characterization 

Kapadia, S.A. and E.A. Rice. 2006. Assessment of the 
m. vitro Digestibility of the Cry2Ab2 Protein in Simulated Human Health 

88S.t too Gastric Fluid. Monsanto Technical Ro.;10rt MSL-19931. 469SI4-07 MousaotoCom an OWN Assessment 

McOain, J.S. and A. Sitvanovich. 2006. Bioinformatics 
Evaluation of the CrytA.tOS Protein Utiljzing the AD6, 
TOXINS, and ALLPEPTIDES Databases. Monsanto Hwnan Health 

88S.I tOO Technical Re ort MSL-203St. 469St4-t0 Monsanto Company OWN Assessment 

McClain, J.S. and A. Silvannvich. 2006. Bioinfonnatics 
Analysis ofthe Cry2Ab2 Protein Utilizing the AD6, 
TOXINS, and ALLPEPTIDES Databases. Mousanto Human Health 

88S.IIOO Technical Report MSL-20307. 4695t4-ll Mousanto Cm " OWN Assessment 

Signature Name and Title Date 

~ ~ Yong Gao, PhD. May 7, 2008 

Regulatnry Affairs Manager 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. 
.._ ______ ·-·---~· ,, __ ,.. ____ 
.gency 'PY 
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&EPA 
Form Approved OMB No. 2070-D060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washinaton, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collecHon of information is estimated to average 0.25 hours per response for registration aclivities and 0.25 hours per 
response for reregistration and special review activities, Including ~me for reading the instrur:tions arK! completing the necessary forms. Send comments regarding the burden es~mate or any 
other a spec! of this collection of information, Including suggestions for reducing the burden to: Director, OPPE lnfnrmation Management Division (2137), U.S. Environmental Ptotectlon Agency, 
401 M Street S.W ., Washinnton DC 20460. Do not send the form to this address. 

DATA MATRIX 
Date: May 7, 2008 EPA Reg. No./File Symbol: 524-LTA J Page 8 of 29 

Appllcanfs/Regislrant's Name & Address: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis MO 63167 Product: MON 89034.x MON 88017 
Ingredient Bacillus thuringiensis CrylA.I05, Cry2Ab2, and Cry3Bbl Proteins and the Genelic Material (Vectors PV-ZMIR245 and PV-ZMIR39) Necessary for !heir Production in 
MON 89034 x MON 88017 

Guideline Reference Number Guideline Studv Name MRID Number Submllter Status Note 

Davis, S.W. 2006. ·Comparison of Broiler Perfonuance 
and CMcass Parameters When Fed Diets Containing 
MON 89034, Control or Commercial Com. Monsanto Human Hcahh 

885.4050 stud numbcr05-01-50-13 A1nendedre ort. 469514-12 Monsanto CouJDan OWN Assessment 

Holleshak, G., R. E. Hileman and I. D. Astwood (2001). 
Amended Report for MSL-16597: Immunodetcctability of 
Cry3Bb1.1 1098 and Cry3Bbt. 1123 t ProJeins in the 
Grain of insect Protected Com Events MON 863 aod 
MON 853 After Heat Treatment. Monsanto Technical Human Health 

885. t too ReJWrt MSL- I n23. 454240-07 Monsanto Cmnpan OWN Assessment 

Hileman,R. E. aod J.D. Astwood (1999). 
Bioinfonnatics Analysis of B.t_ Protein I 1098 and B.t. 
Pmtcin I 1231 Sequences Utilizing Toxin and Public 
Domain Genetic Databases. Technical Report MSL- Human Heahb 

885.11 15870. 449043-08 Monsanto Com " OWN Assessment 

Hilcman,R. E. and J.D. Astwood (1999}. 
Bioinfonnatics Analysis ofB.t Protein I 1098 and B.t. 
Protein 11231 Sequences U!ilizing an Allergen Database. Human Health 

885.11 Technica!R ortMSL-!5873. 449043-09 Monsanto Company OWN Assessment 

Leach, J. N., R. E. Hileman, J. W. Martin, R. S. Thoma, 
and J.D. Astwood (2001). Amended Report for MSL-
15704: Assessment oftheJn Vitro Digestibility ofB.t. 
protein I 1098and B.l. I 1231 Utilizing Mammalian Human Health 

885.1100 Digestive Fate Models. Technical Report MSL-17166. 454240-06 Mousaoto Comllanv OWN Assessment 

Date 
Signature 

~ ~ 
Name and Title May?, 2008 
Yong Gao, PhD. 

- -
Ll_tcgulat~Affuirs Manager 

EPA Form 8570-35 (9-97) Eleclronlc and Paper versions available. Submil only Paper version. Agency Internal Use Copy 
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&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washim:iton, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for thls collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregislralion and special review ac!lvilies, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of !his collecli~~t information, including suggestions for reducing the burden lo: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street S.W., Washin ion, DC 20460. Do not send the form to thls address. 

DATA MATRIX 
Dale: May 7, 2008 EPA Reg. No./File Symbol: 524-LTA 1 Page 9 of29 i 
Applicanl'sfRegistrant's Name & Address: 

i Monsanto C;~~~~ 800 N. Lindbewh Blvd., St. Louis, MO 63167 Product-. MON 89034 x MON 88017 
Ingredient Bacillus thuringiensis Cry lA.! 05, Ccy2Ab2, and Ccy3Bbl Proteins and !he Gcnelic Materia! (Vectors PV-ZMIR245 and PV-ZMIR39) Necessary fori heir Produclion in 
MON 89034 x MON 88017 

Guideline Reference Number GuideUne Stu-;-Name MRID NliTiber Submitter Stalus Note 

Thorp, J.J. and M.E. Goley. 2006. Assessmenl of the in 
vitro Digestibility of the Czy2Ab2 Protein in Simulated 
futestinal Fluid. Monsanto Technical Report MSL- Human Health 

885.1100 19938. 469514-09 Monsaoto Comnanv OWN Assessment 

Beebtcl, C. L. (1999). Acute Oralloxicily of B.t. Protein Hnman HcaiUt 
885.30 !1098 in Mice. Monsanto Technical Rf"Il~rt MSL-16215. 449043-06 Monsanto Comoanv OWN Assessutent 

Bcchtei,C.L. (1999). AcuteOmiToxicityofB.t. 
Protein 11231 in Mice. Monsanto Technical Report Human Health 

885.30 MSL-16216. 449043-05 Monsan1oComna1 ' OWN Assessment 

McCoy, R.L. and A. Silvanovich. 2005. Bioinfommtics 
Analysis of the CzyiA.I05 Protein Utilizing tbc ADS, 
TOXINS, and ALLPEPTIDES Databases. Monsanto Human Health 

885.ll Technical Renort MSL-19686. 466946-05 Monsanto Co1n an OWN Assessment 

Kapadia, S. and EA. Rice. 2005. Assessmeni oftbe i11 
vitro Digestibility oftbe Czy!A.l05 Protein in Simulated 
Intestinal Fluid. Monsanto Technical Report MSL- Hmnan Health 

885.1100 19930. 469514-08 Monsanto Comn.anv OWN Asscssmcut 

Signature Name and Title Date 

~ ~ Yong Gao, PhD. May 7, 2008 

Re.e;ulatory Affairs Manager 

EPA Fotm 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washin~ton, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden fur this collection of information is estimated to average 0.25 hours per response for registration activiUes and 0.25 hours per 
response for reregistration and special review aclivilies, including time for reading I he instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W., Washin Jon, DC 20460. Do not send the form to this address. 

DATA MATRIX 
Date: May 7, 2008 EPA Reg. No./File Symbol: 524-LTA Page 10 of29 

Applicanl'slRegistrant's Name & Address: i 
Monsanto CompanY, 800 N. Lindber2:h Blvd. St. Louis MO 63167 Product: MON 89034 x MON 88017 
Ingredient Bacillus thuringicnsis Cry!A.105, Cry2Ab2, and Cry3Bbl Proteins and the Genelic Mal erial (Vectors PV -ZMIR245 and PV -ZMIR39) Necessary for tlteir Production in 

. 

MON 89034 x MON 88017 

Guidellne Reference Number Guideline Study Name MRID Number Submitter Status Note 

Bonnette, K.L 2005. An Acute Oral Toxicity Study in 
Mice with Cry lA 105 Protein. Monsanto Study CRO- Human Heallh 

885.3050 2005-0SO. 466946-03 Monsanto Company OWN Assessment 

Kapadia, S. and E.A. Rice. 2005. Assess111ent ofthcio 
vitro Digestibility of the CrytA.105 Protein in Simulated Human Healrh 

885.3050 Gastric Fluid. MonsaDtO Technical Rc 011 MSL-19929. 466946-06 Monsanto Compao OWN Assessment 

Goley, M.E. and J.J. Thorp. 2005. Irnmunodctcction of 
Cry2Ab2 and CtylA.105 Proteins in Com Grain from 
MON 89034 Following Heat Treatment. Monsanto Human Health 

885.3050 Technical Report MSL-19899. 466946-07 Moruanto Company OWN Assessment 

Hileman, R. E., J. N. Leach aod J. D. Astwood (2001). 
Assessment of the in vitro Digestibility of 
Cry3Bbl._l l098(Q349R.) Protein in Simulated IntesJinal Human Health 

885.1100 Fluid. Monsanto Te<:hnical R. ort, MSL-17530. 455170-02 Monsanto C01npany OWN Assessment 

Hileman, R.. E., E. A. Rice, R. B. Goodman and J. D. 
Astwood (2001). Bioinfonnatics Evaluation of the 
Cry3Bbl Protein Produced in MON 863 Utilizing 
Allergen, Toxin and Public Domain Protein Databases. Human Health 

885.11 Monsanto Technical Report, MSL-17t40. 454240-08 Monsanto Com 1an OWN Assessment 

Signature 

~ 
Name and Title Date 

~ Yong Gao, PhD. May 7, 2008 

Regulatory Affairs Manager 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submil only Paper version. • . gencyln -·--· , __ 1'---.. py 
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&EPA 
Form Ap,:roved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washi~gton D.C. 20460 
Paperwork Reduction Ac1 Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including lime for reading !be instructions and completing the necessary forms. Send comments regarding the burden estbnate or any 
other as peel of this collection of information, Including suggestions for reducing the burden to: Director, QPPE lnlonnalion Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street S.W ., Washi!!9lon, DC 20460. Do not send the form to !his address. 

DATA MATRIX 
Date: May 7, 2008 EPA Reg. No./Fi!e Symbol: 524-LTA l Page II of29 
AppUcant's/Registrant's Name & Address: 
MoiiSanto Company, 800 N. Lindbergh Blvd., St. Louts, MO 63167 Product: MON 89034 x MON 88017 
Ingredient Bacillus thuringiensis Cry!A.I05, Cry2Ab2, and Cry3Bbl Proteins and the Genetic Material (Vectors PV-ZMIR245 and PV-ZMIR39) Necessary for their Production in 
MON 89034 x MON 88017 

Guideline Reference Number Guideline StudV Name MR!D Number Sub miller Status Note 

Bonnette, K. L. and P. D. Pyla (2001). An Acute Or.~ I 
Toxicity Study in Mice withE. coli Produced 
Cry3Bbl.ti098(Q349R) Protein, Amended Final Report. Human Health 

' 885.3050 Monsanto Technical Rqxn1 MSL-17382. 455382-02 Monsanto Com an OWN Assessment ' 

Leach, J. N., R. E. Hileman and J.D. Astwood (2001). 
Assessment of the in vitro Digestibility ofCry3Bbl 
Protein Purified from MON 863 and Cry3Bbt Protein 
Purified from£ ca/i. Monsanto Technical Report, MSL- Human Health 

885.1!00 17292. 455382-03 Monsanto Compauy OWN Assessment 

Astwood, J.D., R. E. Hileman, M. J. McKee, T. J. Rydc!, 
J. W. Seale and L. English (2001). Safety Assessmt'Jil of 
Cry3Bbl Variants in Corn Rootwonn Protected Com. Human Health 

NIA Monsanto Technical Re ort, MSL-!7225. 454240-09 Monsanto Couwany OWN Assessment 

Bonnctte, K.L. 2006. An acute ornltoxieity study in 
885.3050 mice with Cry2.Ab2 protein. Monsanto study CR0-2005- Human Health 

049. 469514-06 Monsanto Com nnv OWN Assessment 

MacRae, T.C., C.R. Brown, and S.L. Levine. 2006. 
Spectrum of Insecticidal Activity of Bacillus 
t/JUriiJgiensl.s Cry2Ab2 Protein. Monsanto Tecbuica! Euvironmenta! 

NIA Report MSL-20229. 469514-14 Monsanto Com~y OWN As~cssmenl 

Signature Name and Title Date 

~ ~ Yong Gao, PhD. May 7, 2008 

Regulatory_Affalrs Mana2:er 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. A~n--u >-•~rn-1 I~~~ f'~ ,gency py 
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&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
Form Approved OMS No. 2070-0060 j 

401 M Street, S.W. 
Washinaton, D.C. 20460 

Paperwork Reduction Act Notice: The pub He reporting burden for this collection or Information is eslimaled to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including lime for reading the instructions and compteling the necessary forms. Send comments regarding !he burden eslima!e or any 
other as peel of this collecllon of information, including suggestions for reducing the burden tn: Director, OPPE Information Management Division {2137), U.S. Environmental Protec!ion Agency, 
401 M Street, S.W., WashiOAlon, DC 20460. Do not send !he form lo lh'1s address. 

DATA MATRIX 
Dale: May 7, 2008 EPA Reg. No./File Symbol: 524-LT A Page 12 of29 

Applicanfs/Regislranl's Name & Address: 

Monsanto Company, 800 N. Lindbel;J!;h Blvd. St. Louts MO 63167 Produc!: MON 89034 x MON 88017 
ln9redient Bacillus thuringiensts CrylA.I05, Cry2Ab2, and Cry3Bbl Proteins and the Genetic Material (Vectors PV-ZMIR245 and PV-ZMIR39) Neeessary for their Product inn in 
MON 89034 x MON 88017 

Guidel"ne Reference Number Guideline Slud'f.Name MRID Number Submitter Status Nole 
Headrick, J.M., 0. Heredia, 1.0. Oyedir.ln, and T.T. 
Vaughn. 2006. Assessment oftbe Efficacy of 
Lcpidoptemn-protectcd ComMON 89034 and MON Environmental 

NIA 89597 Against Major Insect Pests in United States, Puerto 4695!4-!5 Monsanto Co1nnan OWN Assessment 

Teixeira, D. 2006. Teixeira, D. 2006. Evaluation of 
Dietary Effects ofL}'llphilil'.ed LeafTissne 
from ComMON 89034 in a Chronic Exposure Study 
wilb Collernbola (Folsomla candida). Monsanto Environmental 

885.4340 Technical Report MSL-20169. 469514-!6 Monsanw Company OWN Assessment 

Gallagher, S.P. and J.B. Beavers. 2006. Evaluation of 
Potential Dietary Effects ofMON 89034 with !be 
Northern Bobwhite: an Eight-day Dicl3ry Study with Bnvironmcntal 

885.4050 Cnm Grnin. Monsanto Technical Report WL-2005-012. 469514-27 Monsanto Com an OWN Assessment 

Mncth,M., T. Cumm,J. Warrco, S. Dubelman, M. 
Glaspie, J. Mutphy, S. Levine, J. Ho!tmcyer, aod C. 
fiang. 2006. Aerobic Soil Dcgrndation of the Purified 
Cry2Ab2 nnd Cry1A.l05 Proteins. Monsanto Teclmica! Envirornnental 

885.5200 Report MSL-20!74. 469514-2& Monsanro Com " OWN Assessment 

Huesiug, J.E., J.f. Duan, and S.L. Levine. 2006. 
Endangered Species Risk Assessment for Com MON Bnviromnental 

N/A 89034. Monsanto Technical RCPort MSL0020394. 469514-29 M oosau!Q Company OWN Assessment 

Signature Name and Title Date 

~ ~ Yong Gao, PhD. May 7, 2008 

Regulatory Affairs Manag_er 
A-n-n .. I-·-·--· 11-- r-~-U Q) EPA Form 8570-35 (9-97) Electronic and Paper versions available. Subm!l only Paper version. .gency PY 
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,&EPA 
Form Approved OMS No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of informal ion is eslimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and complellng the necessary forms. Send comments regarding the burden estimale or any j 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M street, S.W., Wash'mgton, DC 20460. Do not send the form to this address. 

DATA MATRIX J 
Date: May 7, 2008 EPA Reg. No./File Symbol: 524-LTA Page 13 of29 

Applicant's/Registrant's Name & Address: 

Monsanto Comp~11_y, 800 N. Lindbergh Blvd. St. Louis, MO 63167 Product: MON 89034 x MON 88017 
Ingredient Bacillus thuringicnsis Cry I A. I 05, Cry2Ab2, and Cry3Bb I Proteins and !he Genetic Mal erial (Vectors PV-ZMIR245 and PV-ZMIR39) Necessary for their Production in 
MON 89034 x MON 88017 

Guideline Reference Number Guideline Stud'l Name MRJD Number Submitter Status Note 

Palmer, S.J. and H.O. Krueger. 2006. Evaluation of 
Exposure to MON 89034 with the CladoceranDaphnio 
magna: An acute static-renewal test with com pollen. Enviromnental 

885.4340 Monsanto Stud WL-2005-01 t. 469514-17 Monsanto Cmnpan OWN Assessment 

Sindennann, A.B., J.R. Porch, and H.O. Krueger. 2006. 
Evaluation ofPotC!ltial Effects ofExposurc to Czy!A.I05 
Protein in an Acute Study wiUJ the Earthwono in an 
Artificial Soil Substrate. Monsanto Tcclmical Rcpoo Environmental 

885.6200 MSL-20147. 469514-18 Monsanto Com~y OWN Assessment 

Richards, K.B. 2006. Evaluation of the Dietary Effcct(s) 
oh Cry IA.l05 Protein on Honeybee Larvae (Api< Environmental 

885.4380 me/Ufe~a L . Monsanto stud CA-2005-0?t. 469514-19 Monsanto Company OWN AsseSSlOCJJt 

Richards, KB. 2006. Evaluation of the OietaryEffcct(s) 
of a Ccy!A.l05 Protein no Adult Honeybees (A pis Environmental 

885.4380 mellj[;,ra L_.l_ Monsanto stud CA-2005-072. 469514-20 Monsanto Comvanv OWN Assessment 

Levine, S. (2006). An Evaluation oflnsect Bioefficacy of 
Combination Trait Products Produced Through 
Conventional Breeding MON 89034 x NK603 and MON Environmental 

885.4380 89034 xMON 88017:MSL-20336 469513-04 Monsanto Company OWN Assessment 

Paradise, M.S. 2006. Evaluation of Potential Dietary 
Effects ofCrytA.I05 Protein on the Lldybird BceUe, 
Co/eomegilla macula/a (Coleoptera: Coceinellidae). Environmental 

885.4340 Monsanto Technical Report MSL-20 !50. 469514-21 Monsanto Com~ OWN Assessme:nt 

Signature Name and Title Date 

~ ~ Yong Gao, PhD. May7, 2008 

RegulatoiY Affairs Manager 

EPA Form 8570-35 (9·97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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&EPA 
Form Approved OMS No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washinaton, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden fnr this collecUon nf informalion is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review aclivilies, including lime for reading lhe instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, Including suggestions for reducing the burden lo: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W., Washinolon DC 20460. Do no! send the form lo this address. 

! DATA MATRIX 
Date: May 7, 2008 EPA ReQ. No./Ftle Symbol: 524-LTA Page 14 of29 

Applicant's/Regi5trant's Name & Address: 

Monsanto Company, 800 N. LindbeiJ!h Blvd., St. Louis MO 63167 Pmducl: MON 89034 x MON 88017 
Ingredient Bacillus lhuringiensis CrylA.l05, Cry2Ab2, and Cry3Bbl Prolcins and the Gcnelic Material (Vectors PV ·ZMIR245 and PV -ZMIR39) Necessary for !heir Production in I 
MON 89034 xMON 88017 

Guideline Reference Number Gu"ideline Study Name MRIONumber Submitter Slatus Nole I 

Maggi, V.L 2000. Evaluation of the Effect(s) of 
Purified Bacillus thuringieosis Cry2Ab2 Protein on 
Honey Bee Larvae. Monsanto Technical Rc!))tt MSL- Envirorunental 

885.4380 16961. 453371-02 Monsanto Co1npany OWN Assessment 

M~ggi, V.L. 2000. Evaluation ofthc Dictart Effcct(s) of 
Insect Proteclion Protein 2 on Adult Hooey Bees (Apis 
me/lifera L.). Study CA-99-058, Monsanto Technical Environmental 

885.4380 Reoort MSL-16176. 450863-08 Monsanto Company_ OWN Assesstneot 

Dudio, Y.A and P. Cbinnadurai. 2005. Qualitative 
DctectionMethod fur the Cry2Ab2 Protein in Com Leaf 
and Seed ofMON 89034 and MON 89597. Monsanto Environmental 

860-1340 TcchnicaiRcpott 05-RA-39.04. 466945.03 MonsantoCon a OWN Assessment 

MacRae, T.C., C.R. Brown, S.L. Levine. 2005. 
Evaluation of the Potential for Interactioos Between the 
Bacillut11mn"ngiensis Proteios O:y!A.I05 and Cry2Ab2. Enviroruncutal 

885.4340 Monsanto Technical Reoort MSL-19859. 466946-02 Monsanto Company OWN Assessment 

Palmer, SJ. and H.O. Kreuger. 2000. Insect Protection 
Protein 2: An Acute Toxicity Study With the Earthworm 
in an Artificial Soil Substrate. Monsanto Technical Envirotunental 

885.4340 Re ott MSL-16177. 450863-13 Monsanto Company OWN Asscssmen.l 

Signature 

~ ~ 
N arne and Title Date 

Yong Gao, PhD. May 7, 2008 

Regulatory Affairs Manager 

EPA Form 8570-35 (9-97) Eleclrnnic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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&EPA 
Form Approved OMB No. 2070..0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The pubUc reporting burden for this coHection of Information is estimated lo average 0.25 hours per response for regislraUon activities and 0.25 hours per 
response for rereglstrati(fl and special review activities, induding time for reacl'lng the inslrudions ard com,lteUng the necessary forms. Send comments regarding the burden esflmate or any 
other aspect of this collection of informaUon, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137), U.S. Environmental Protection Agency, 
401 M Street, S.W., WashinQton, DC 20460. Do not send the form to this address. 

DATA MATRIX 
Date: May 7, 2008 EPA Reg. No./File Symbol: 524-L T A Page 15 of29 

AppUcant's!Registrant's Name & Address: 

Monsanto Company, 800 N. Lindbergh Blvd. St. Louis MO 63167 Product: MON 89034 x MON 88017 
lngrecftent Bacillus thnring"tens"ts CrylA.l 05, Cry2Ab2, and Cry3Bbl Proteins and the Genetic Material {Vectors PV -ZMIR245 and PV-ZM1R39) Ne~;essary for their Production in 
MON 89034 x MON 88017 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

Paradise, M.S. 2006. Evaluation ofPotential Dietaty 
Effects ofCry2Ab2 Protein oo the Ladybird Beetle, 
Coleomegi/la moculalo {Coleoptera: Coccinellidae). Environmental 

885.4340 Monsanto Technical Report MSL-20t5l. 4695!4-21 Monsanto Comparr; OWN Assessment 

Teixeira, D. 2006. Evaluation of Potential Dietary 
Effects ofCrytA.l05 Protein on Minute Pirate Bugs, 
Orius instdiosus (Hemiptern: Anthocoridae). Monsanto Envirornncntal 

885.4340 Technical Report MSL-20t70. 469514-23 Monsanto Com}ll\ny OWN Assessment 

Teixeira, D. 2006. Evaluation of Potential Dietary 
Effects ofCry2Ab2 Protein on Minute Pirate Bugs, Orius 
tnsl'diosus (Hemiptera: Anthocoridae). Monsanto Euvironmental 

885.4340 Technical Reoort MSL-2017t. 469514-24 Monsanto Cotutlany OWN Assesstncnt 

Sindennano, A.B., J.R. Porch, aod H.O. Kroeger. 2006. 
Evaluation ofPotentiat Effects ofEXJXJSlUe to Cry lA. t05 
Protein in an Acute Study witb the Parnsitic Wasp, 
Ichneumon promissorius (Hymenoplern; lchneumonidae). Environmental 

885.4340 Monsanto Technical R~rt MSL-20149. 469514-25 Monsanto Com~W;llV OWN Assessmenl 

Sindermann, A.B., J.R. Porch, and H.O. Kroeger. 2006. 
Ev~luation of Potential Effects of Exposure to Cty2Ab2 
Protein in an Acute Study with the Parasitic Wasp, 
Ichneumon promissoriJtS {Hymenoptera: tchneumonidae). En.vitonmenta.l 

885.4340 Monsanto Technical R~rt MSL-20148. 469514-26 Monsanto Company OWN Assessment 
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~ Yong Gao, PhD. May 7, 2008 

Regulatory Affairs Manager 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washinnton, D.C. 20460 
PapoMork Reduction Act Notice: The public reporting burden for \his collection of informalion Is eslimaled to average 0.25 hours per response for regislratlon aclivilfes and 0.25 hours per 
response for reregistration and special review actlvilies, including time for reading \he ins\ructions and com pie ling Jhe necessary forms. Send comments regarding the burden estima\e or any i 
olher aspect of this colleclii~~1of informalion, including suggeslions fOr reducing the burden to: Director, OPPE Information Managemenl Division (2137), U.S. Environmental Protection Agency, 
401 M street, S.W., Washin ion, DC 20460. Do not send \he fonn to \his address. 

DATA MATRIX 
Dale: M;y-7, 2008 EPA Reg. No.!File Symbol: 524-LTA. I Page 16 of29 
Applicanfs/Regislranl's Name & Address: 

Monsanto Comnanv, 800 N. Lindberoh Blvd. St. Louis, MO 63167 Product MON 89034 x MON 88017 
Jng-erllent Bacillus thurittgiensis Ctyl A.l 05, Cry2Ab2, and Cry38bl Proteins and lhe Gene! ic Material (Vectors PV -ZWR245 and PV -ZMIR39) Necessary for !heir Produclion in 
MON 89034 x MON 88017 

Guideline Reference Number Guideline Sludv Name MRIDNumber Submilter Slatus Nole 

M~ggi, V. L {1999). Evaluation of the Dietary Effeet(s) 
ofpurified Bacil/tiS thuringiensis Protein 11231 on Adult 
Honey Bees (Apis mellifera L.). Monsanlo Technical Environmental 

885.4380 Re ortMSL-16169. 449043-ll Monsanto Cmnnan OWN Assessment 

Martin, J. W., M. J. McKee, S. Dubelman andY. A. 
Dudin (2000). Aerobic Soil Degradation of the B. I. 
Protein 11098 as a Component of insect Protected Com. Environmeutal 

885.5200 Monsanto Technical Rc~ort MSL- I 6440. 451568-04 Monsanto Comvanv OWN Assesstoenl 

Dubelman, S., B. Ayden, M. Mueth, J. A. Warren, C. 
Jiang, J. Bookout andY. Dudin (2002). Aerobic Soil 
Degradation of the Bacillus thuri1tgiensl:i Cty3Bbl 
Vallilnt Prd.ein Produced in COm Rootwonn Protected Environmental 

885.5200 MON 863. Monsanto Ted mica! Reoort MSl.-17102. 457571-02 Monsanto Com a OWN Assessment 

George, B. (2001). Comparison ofBroil«Pcrfonnauce 
When Fed Diets Containing Events MON 863, Parental 
Line or Commercial Com. Monsanto Tec\mical Report Enviromnental 

885.4050 MSl.-17243. 459415-0! Monsanto Com au OWN Assessment 

Gallagher, S. P., J. Grimes and J. B. Beavers (1999). 
Bw.;il/us thuringiensl:i Protein 11231 in Com Grain: A 
Dietary Toxicity Study with the Nortbem Bobwhite. Enviromnental 

885.4050 Monsanto Technical Rcoort, MSl.-16161. 449043-15 Monsanto Comuauv OWN Assesstnent 

Signature 
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;_ Yong Gao, PhD. May 7, 2008 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washinaton, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including lime for reading lhe Instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other as peel of this collecti~.~f information, including sugges~ons for reducing the burden to: Director, OPPE Information Management D'1vision (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W., Washin ton, DC 20460. Do not send lhe form to this address. 

DATA MATRIX 

Dale: Mav7, 2008 EPA Reg. No./Flle Symbol: 524-LTA T Page 17 of29 
App~canl's!Registranl's Name & Address: 

Monsanto C;moanv. 800 N. Lindbero:h Blvd., St. Louis, MO 63 I 67 Product: MON 89034 x MON 88017 
Ingredient Bacillus thuringiensis Cry!A.l05, Cry2Ab2, and Cry3Bbl Proteins and the Genetic Material (Vectors PV -ZMIR245 and PV -ZMIR39) Necessary for their Production in 
MON 89034 x MON 88017 

Guideline Reference Number Guideline Sludv Name MRID Number Submitter Status Note 

Palmer, S. J. and H. 0. Krueger (t999). Bacillus 
thuringieusis Protein tt231: Dietary Toxicity Study with 
the Ladybird Beetle (Hippodatllio convergens). Environmental 

885.4340 Monsanto Technical R~ort MSL-t6l66. 449043-t4 Monsanto Company OWN Assessment 

Hoxtcr, K. A., S. J. Palmer and H. 0. Krueger (1999). 
Bacillus rhuri.ngiensis Protein ll23t: An Acute Toxicity 
Study with Earthworm in an Artificial Soil Substrnte. Environmen!al 

850-6200 Monsaoto Teclmical RCDort, MSL-16162 .. 449043-t6 Monsanto Company OWN Assessnu:nt 

Li, M. H. and E. H. Robinson ( 1999). Evaluation of 
Insect Protected Com Lines MON 853 aOO MON 859 as a.:::t Ingn:dient for Catfish. Monsanto Teclmical Environmeotal 

885.4200 Re ort MSL-t6l64. 449043-19 Moosanto Comuauv OWN Assessment 

McKee, M. J. (200 l). Bluegill Dietary Toxicity Study for 
the Bacillus thuringiensis Cry3Bb l Protein Vuiaol: A 
Waiver Request. Monsaoto Technical Report, MSL- Enviromncotal 

885.4200 17383. 455382-00 Monsanto Com anv OWN Assessment 

Drottar, K. R. and H. 0. Krueger (1999). Bacillus 
thvringiensis Protein l 1098 io Com Pollen: 48-Hour 
Static Renewal Acute Toxicity Test with !he Cladocernn 

885.4240 (Daphnia magna). Monsanto Technical Report, MSL- Environmental 
Series 72,Subdivisioo E 16163. 449043-t8 MollSanto Comwnv OWN Assessment 

Signature 
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c.-J2 Yong Gao, PhD. May 7, 2008 

Regulatory Affairs Manager -
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
40 t M Street, S. W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The pubr1c reporting burden for this collection of informat'1on is esflmaled to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W., Washin ton, DC 20460. Do not send the form to this address. 

DATA MATRIX 
Date: May 7, 2008 EPA Reg. No./File Symbol: 524-LTA Page 18 of29 

Applicant's/Reglstrant's Name & Address: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63 I 67 Product MON 89034 x MON 88017 
Ingredient Baciilus thuringiensis Cry lA. I05, Cry2Ab2, and Cry3Bbl Proteins and the Genetic Material (Vectors PV-ZMIR245 and PV-ZMIR39) Necessary for their Production in 
MON 89034 x MON 88017 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

Maggi, V.L. (1999). Evaluation of the Dietary Effects of 
Purified Bacillus rhuringi~nsis Protein l 1231 on Honey Environmental 

885.4380 Bee U!rvae. Monsanto Technical RePort MSL.J 6168. 449043-10 Monsanto Compan OWN Assessment 

Duan, J. J., M. J. McKee, G. Head and C. R. Brown 
(2002). Endangered Species Impact Assessment for 
Cry3Bbt Protein in Transgenic MON 863. Monsaoto EuvironmcoJat 

N/A Technical Re ort MSL.f7614. 455770-03 Mons~nto ComPJn OWN Assessmeut 

Head, G. (2002). Research on the Effects of Com 
Rootwonn Protected Tmnsgenic Com Events on 
Nontarget Organisms; Preliminary R~ults. Monsanto Environmental 

154-2300 Reference No. 00-CR-032E-7. 456530-03 Monsanto Co1~y OWN Ass~~ment 

Bbatti, M.A., J. D. Duan, C. L. Pilcher, M. J. McKee, 
T. E. Nickson, G. P. Head aud C. Jiang (2002). 
Ecological Assessment ofNootarget Organisms in the 
Plots of Com Rootwonn Insect Protected Com Hybrid 
Containing MON 863 Event: 2000- 2001 Field Trials. Enviroumcntal 

154-3500 Report. Monsanto Technical Report MSL-17531. 457916-0l Mousanlo Com " OWN Assessment 

Sindcrmann, A. B., J. R. PorciJ and H. 0. Krueger 
(2002). Evaluation of a Cry3Bbl Protein Variant in an 
Acute Toxicity Study with the Earthworm in an Artificial Environ1ncntal 

885.6200 Soil Substrate. Monsanto TechnicJI R,<;port MSL.I8137. 457571-01 Monsanto Com an OWN Assessment 

Signature 

~ 
Name and Title Date 

&; ~ Yong Gao, PhD, May 7, 2008 

Re_gulatQ_ry Affairs Manal!er 
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&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
Form Approved OMS No. 2070-0060 I 

401 M Street, S.W. 
WashinQton, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, Including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W., Washinaton, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: May 7, 2008 EPA Reg. No./File Symbol: 524-LTA l Page 19 of29 
AppHcant's/Registrant's Name & Address: 

Monsanto Cmp.pany, 800 N. Lindbergh Blvd. St. Louis MO 63167 Producl: MON 89034 x MON 88017 
Ingredient Bacittus lhuringiensis Cry lA. 105, Cry2Ab2, and Cry3Bbl Proleins and the Genetic Material (Vectors PV-ZMIR245 and PV -ZMffi39) Necessary for their Production in 
MON 89034 x MON 88017 

Guideline Reference Number Guideline Studv Name MRID Number Submitter Status Nole 

Teixeira, D. (1999). Assessmenl of Chronic Toxicity of 
Com Tissue Containing the Bacillus thuringiensis 
Protein 11098 to CoUcmbola (Folsomia candida). Bnvirornnental 

885.4340 Monsanto Technical R ort MSL-15988. 449043-17 Monsanto Cnmua OWN Assessment 

Pahncr, S. J. and H. 0. Krueger (1999). Bacillus 
rhuringiensis Protein 11231: A Dietary Study with Grcc.u 
Lacewing Larvae (Chrysaper/a can1ea). Monsanto Environmental 

885.4340 TechnicaiRe ort,MSL-16165. 449043-12 Monsanto Compan OWN Assessment 

Palmer, S. J. and H. 0. Klucger(i999). Bacillus 
rhuringiensis Protein I 1231: A Dietary Study with tbe 
Parasitic Hymcnoptem.(Nasonia vilripennis). Monsanto Enviromnental 

885.4340 Teclmieal Report, MSL-16167. 449043-13 Monsanto Com an OWN Assessment 

Head, G. (2001). Research on the Effects ofCom 
Rootworm Protected Tmnsge~Jic Com Events on 
Nontarget Organisms: Preliminary Report. Monsauto Envirownental 

885.4340 Ref No. 99-894E. 453484-02 Monsanto Company OWN Assessment 

Duan, J. 1., G. Head, M. McKee and T. E. Nickson 
(2001). Dietary Effects ofTmnsgcnic Bacillus 
thuringien.sis (Bt) Com Pollen Expressing a Variant of 
OyJBb/ Protein on Adults ofthe Ladybird Beetle, 
Coleomegilla maculata. Monsanto Technical Report, Environmental 

885.4340 MSL-16936. 453613-01 Monsanto Company OWN Asse~smcut 

Signature Name and Title Date 

~ G? Gc..9 
Yong Gao, PhD. May?, 2008 

Regulatory Affairs Mana~er 
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Form Approved DMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Slreet. S.W. 

Washington D.C. 20460 

Paperwork Reduct! on Act Notice; The public reporting burden Jor this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding lhe burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Oirector, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street. S.W., Washington DC 20460. Do not send the fonn to this address. 

DATA MATRIX 

Date: May 7 2008 EPA Reg. No./Fi!e Symbol: 524-LTA l Page 20 of29 
Applicant's/Reglstrant's Name & Address: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 89034 x MON 88017 
Ingredient Bacillus thuringiensis Cry I A.! 05, Cry2Ab2, and Cry3Bbl Proteins and the Genetic Material {Vectors PV-ZMIR245 and PV-ZMIR39) Necessary for their Production in 
MON 89034 x MON 88017 

Guideline Reference Number GLadellne Study Name MRID Number Submitter Status Note 

Tcixeint, D. 2000. Assessment of Chronic Toxicity of 
Cotton Tissue Containing Insect Protection Protein 2 to 
Collembola (Folsamio candida). Monsanto Technical Enviromneolal 

885.4340 RCilonMSL-16174. 450863-14 Monsanto Company OWN Assessment 

Results of acute toxicity tests with Daphnia and catfish 
did not produce ~ny evidence of adverse effects. ' 
Estuarine and Marine animal studies are waived for this Enviromnental 
product because of the very tow to no potential for Assessment Waived in 

885.4280 cxvosure lo Crv3Bht rotein from field com. NIA Monsanto Company OWN BRAD 

TQ:icra, D. (2005). Evaluation of Dietary Effects of a 
Cry3Bbt Protein Variant on Minute Pirate Bugs (OriJ<S Envirorunental 

885.4340 insidiosusJ. MSL-19697 464799-05 Monsanto Comoan OWN Assessment 

Since the active ingredient in this product is an insect 
toxin (Bt endotoxin) that has never shown any toxicity to 
aquatic or ten:estrial plants, tlH:se studies have been 

Envuunmental waived for lbis product The Agency bas determined 
there is no significautrisk of gene capture and expression Assessment Waived in 

885.4300 ofQ_ry3Bb!.P.rotein b wild or weedY relatives of com. NIA Monsanto Company OWN BRAD 

Dube!man, S., M. Bhatti, B. Ayden, J. Murphy, S. 
Levine aud C. Jiang {2005). Environmental Fate of 
Cry3Bbt Protein in Com Fields Planted with MON 863. Environmental 

885.5200 MSL-19285 465 103-0 I Monsanto Company OWN Assessment 

Signature Name and Title Date 

Z;J 8 a L--,_9 
Yong Gao, PhD. May7, 2008 

Regulatory Affairs Manager 
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Form Approved OMB No. 2070-0060 ] 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY I 
401 M Street, S.W. 

Washinqton, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including lime for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street S.W., Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: May 7, 2008 EPA Reg. No.tF1Ie Symbol: 524-LTA ! Page 21 of29 
AppHcant's/Registrant's Name & Address: 

Monsanto CoJ!!P.an_L 800 N. Lindbe.Igh Btvd., St. LJuis MO 63167 Product: MON 89034 x MON 88017 
Ingredient Bacillus thuringiensis CrylA.l 05, Cry2Ab2, and Cry3Bbl Proteins and the Genetic Material (Vectors PV-ZM1R245 and PV-ZMIR39) Necessary for their Production in 
MON 89034xMON880t7 

GuldeUne Reference Number Guideline Studv Name MRID Number Submilter Status Note 
Bryan, R. L., J. R. Porch aud H. 0. Krueger {200!). 
Dietary Effects ofTrnnsgenic BT Corn Pollen Expressing 
a Variant ofCry3Bb I Protein on the Ladybird Beetle, Enviroruuental 

885.4340 Hippodam,·a convergens. MSL- t7171. 453613-02 Monsanto Company OWN Assessment 

Bhalli, M.A., C. L. Pilcher, M. J. McKee, T. E. Nickson, 
G. P. Head and C. D. Pilcher (2001). Field Evaluation 
for !he Ecological hnpact of Com Rootwonn Insect- Environmental 

!54-3500 Protected Com on Non-Ta·~ .Omanisms. MSL-!7179. 455382-06 Monsanto Co~npau OWN Assessment 

Dnan, J. J., M. J. McKee and T. E. Nickson (200!). 
Dielary Effeets ofTramgenic Baei/lus rhuringiensis (Bt) 
Com Pollen Expressing a Variant ofCry3Bbl i'rotein on Environmental 

885.4340 Larvae of the Ladybird Beetle, Coleomegil/a macula/a. 455382-04 Monsanto Comvan OWN Assessment 

Scars, M. aod M. Mallila {2002). Dctennioation of !be 
Toxicity of Com Pollen [)};pressing a Cry3Bbt Variant 
Protein to First lnstar Monarch Butterfly Larvae (Dan us En viromncntal 

885.4340 /cxi us via Labornto Bioassa . MSL-17235. 455382-05 Monsanto Company OWN Assessment 

Head, G., M. Pleau, S. Sivausnpraruanian and T. Vaughn 
(2001). Insecticidal Spectrum of Activity for Cry3Bb Environmental 

NIA Prolein in vitro. C3NTO. 455382-07 Mousanto CoJ!!P"liY. OWN Assessment 

Signature Date 

~ 6) ~ 
Name and Title May 7, 2008 

Yong Gao, PhD. 
Re~rulatorv Affairs Manager 

Monsanto Company 06-CR-177£-2 Page 30 

@ 



&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden fur I his collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review actlvflies, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other as peel of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W., Washinoton, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: May 7, 2008 EPA Re!l. No./File Symbol: 524-LTA I Page 22 of29 
Appflcanfs/Registranfs Name & Address: 

Monsanto Company, 800 N. Lindber~h Blvd., St. Louis, MO 63167 Product: MON 89034 x MON 88017 
Ingredient Bacillus thuringiensis CrylA.l 05, Cry2Ab2, and Cry3Bbl Proteins and the Genetic Material (Vedors PV -ZMIR245 and PV -ZMIR39) Necessary for the'tr Product ion ·m 
MON 89034 x MON 88017 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

DuanJ. J., C. Jiang, M.J. McKee, M.A. Nemeth, D. 
Ward, G. Head, S. Lcvinc,M. Bhatti and M. Paradise 
(2004). Statistical Power Analysis ofa Two-Year Field 
Study Evaluating the Ecological Effect of Com Event Enviromncntat 

154-3500 MON 863. MSL-19246 462627-03 Monsanto Company OWN Assessment 

Duan J. 1., C. Jiang, C. Brown, M. Bhatti, M. Nemeth, T. 
Nickson and D. Ward (2004). Supplemental Statisitcal 
Analysis ofDalll. from a Two-Year Field Census Study Enviromncntat 

154-3500 witb Com Event MON 863. MSL- 19329 463942-02 Monsanto Cmnvanv OWN Assessment 

Dnbchnan S., M. Bhatti and B. Ayden (2004). Interim 
Rqmrt: Assessment of the Euviromncutal Fate of the 
Cry3Bb t Protein in Com Fields Planted with MON 863. Enviromnental 

885.5200 MSL-18931 462001-0t Monsanto Com au OWN Assessment 

Duan J. and M. Paradise {2005). Evaluation ofDietaJ)' 
Effects ofCry3Bb t Protein on the Ground Beetle Envirorunental 

885.4340 Poecilus cha/cites (Colcco tera:Carabid~~), MSL-1963 t 464799-04 Monsanto Company OWN Assessment 

Head, G. (2004). Research on the Effects of Com 
Rootwonn Protected Transgenic Com on Non-Target Environmental 

154-3500 Organisms: Publications & Mannscri~s 462627-02 Monsanto Company OWN Assessment 

Signature 

~ 
Name and Title Date 
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Regulatory Affairs Manager 
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and 0.25 hours per 
burden estimate or any 

Protection Agency, 

Duan, J. J., G. Head, M. J. McKee and D.P. Ward 
(2003). Data Waiver Request: Toxicity of B./. Cty3Bbt 
Protein in the Red Milkweed Beetle (TeJraopes sp.). 

885.4340 MonsantoTechnicatRc rtMSI-18741. NIA I MonsantoC01npany I OWN I inBRAD I 
Mammalian wildlife exposure to Cry3Bb t protein is 
considered ijkely; however, the Cty3Bbt toxicity data for 
Human Health Assessment indicate that there is no 
significant toxicity to rodents form testing at the 
maximum hazard dose. Therefore no bazard to 

2006. 

the Genetic 
Corn {Vectors 

and ZMIR14L). Monsanto Ref. 

853 and MON 
Com 

Corn 
and Western 
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&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is esUmated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistrntion and special review activit'les, indud'1ng Ume for reading !he Instructions and completing the necessary forms. Send comments regarding the burden est'lmate or any 
other aspect ofthis oollecUon of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), u.s. Environmental Protection Agency, 
401 M Street, S.W ., WashinQton, DC 20460. Do not send the fonn to this address. 

DATA MATRIX 

Date: Mav 7, 2008 EPA Reg. No./FIIe Symbol: 524-LTA _l Page 24 of29 
Applicant's/Registrant's Name & Address: 

Monsanto Company, 800 N. Lindbemh Blvd., St. Louis, MO 63167 Product: MON 89034 x MON 88017 
Ingredient Bacillus thuringiensis Cry] A. I 05, Cry2Ab2, and Cry3Bbl Proteins and the Genetic Material (Vecton; PV -ZMIR245 and PV-ZMIR39) Necessary for their Production in 
MON 89034 x MON 88017 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

Pitcher, C. D. (2001). Efficacy ofMON 863 Against 
Corn Rootwonn and Comparison to Insecticide 
Treatments- Results of Year 2000 Field Trials. 

NIA Monsanto Ref. No. OO-CR-032E-3. 453613-03 Monsanto Company OWN Benefits 

Ward, D. P. (2002). Public Interest Assessment 
Supporting Registratian of Bacillus thuringiensis 
Cry3Bbl Protein and the Genetic Material (Vector 
ZMJR13L) Necessary fur its Prnduction in MON 863. 

NIA Monsanto Technical ~ort MSL-17766. 456530..01 Monsanto Coumauv OWN Benefits 

MitcheU, P. D. (2002). Yield Benefit ofMON 863. 
NIA Monsanto Technical Re ort MSL-17782. 456530 02 Monsanlo CoJDpany OWN Benefits 

Alston, J. M., f. Hyde and M. C. Marra (2002). An Ex 
Ante Analysis of the Benefits from the Adoption of 
Monsanto's Com Rootwonu Resistant Varietal 

NIA Teclumtogy- Yietd®Rootworm. MSL-17993. 456923-01 Monsanto CoJllpanv OWN Benefits 

Bogdanova, N., A. Crawford {2007). Public Interest 
Dcoument Supporting Registration ofBacittus 
tburingiensis CrytA.l05, Cry2Ab2 and Cry3Bbt 
Proteins in Insect-Protected Conn MON 89034 and MON 
89034 x MON 88017 Monsanto Comnanv OWN Benefits 
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401 M Street, S.W. 
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Paperwork Reduction Act Notice: The public reporting burden for this collection of Information is estimated lo average 0.25 hours per response for registration aclivities and 0.25 hours per 
response for reregistration and special review activiUes, including time for reading the lnstruclions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collectiOn of information, including suggestions for reducing the bU"den to: Director, OPPE Information Management Division {2137), U.S. Environmental Protection Agency, 
401 M Street, S.W., Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: May 7, 2008 EPA Reg. No./File Symbol: 524-LTA l Page 25 of29 
Applicant's/Registrant's Name & Address: 

Monsanto Company, 800 N. Lindbergh Blvd. St. Louis MO 63167 Product: MON 89034 x MON 88017 

Ingredient Bacillus thuringiensis CrylA.l 05, Cry2Ab2, and Cry38bl Proteins and the Genetic Material (VC{;tors PV-ZMIR245 and PV-ZMIR39) Necessary for their Production in 
MON 89034 x MON 88017 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

Vaughn, T., D. Ward, J. Pershing, G. Head and J. 
McFel'!lon (200t). An lnteri1n Insect Resistance 
Management Plan for MON 863: A Transgenic Com 

NIA Rootwonn Control Product Monsanto Technical Report 455770-01 Monsanto Company OWN Bencfits!IRM 

Vaughn, T. (2003). Estimating Cry3Bb I Resistauce 
Allele Frequencies in Com Rootwonn Larvae Feeding on 

N/A MON 863. Monsanto Ref. No. 03-CR..Q97E-4. 459438-01 Monsanto Company OWN IRM 

Vaughn, T. (2001). Preliminary Results ofResearcb on 
Insect Resistance Management for a TrallSgenic Com 

NIA Rootwonn Cootrol Product. 453484-0 I Monsanto Com an OWN IRM 

Head, G. 2006. Insect Resistaoce Management Plan for 
Second Generatioo Lepidopternn-Pmtccted Com, MON 

NiA 89034. MollSanto Technical Report 06-RA-39-06. 469514-30 MollSanto Com " OWN IRM 

Vaughn, T. (2004). Progress Report for the Com 
N/A Event MON 863 ResOstance Monitoring Progmm. 462627-0 I Monsantn C01n ao OWN IRM 

Signature Name and Title Date 

C3 "" ~ Yong Gao, PhD. May 7, 2008 
ZJ Regulatory Affairs Manager 
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401 M Street, S.W. 

Form Approved OMB No. 2070-0060 j 

Washington, D.C. 20460 ' 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activmes and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary fonns. Send comments regarding the burden estimate or any 
other aspect of this collection of infonnation,lncluding suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W., WashinQton, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: May_? 2008 EPA Reg. No.fFile Symbol: 524-LTA I Pagc26 of 29 
Appl'lcanfs/Regtstrant's Name & Address: 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 89034 x MON 88017 
Ingredient Bacillus thuringiensis Cry! A.! OS, CryZAb2, and Cry3Bbl Proteins and the Genetic Material (Vectors PV-ZMIR245 and PV-ZfvllR39) Necessary for their Production in 
MON 89034 x MON 88017 

Guideline Reference Number Guideline Studv Name MRtD Number Submitter Status Note 

Head, G. and K Reding. (2006). Com rootworm Insect 
Resistance Management Rese~rch (fuurteenjournat 

NIA ...£!1bticatioo~) 467424-0 t Monsanto Compan OWN IRM 

T. Vaugb.u (2004). Progress Report on Insect Resistance 
NIA Mana ement for Com Event MON 863. 461865-0t Monsanto Company OWN IRM 

T. Vaugb.u (2005). Second Progress Report on Insect 
Resistance Management for Com Event MON 863. 

NIA REVISED NIA Monsanto Company OWN U\M 

Letter submitted May 23,2003 to EPA with 12 researcb 
protocols on Ute biology ani ecology of the com 

NIA motwonn est com lex. NIA Monsanto ComJJllnY OWN IRM 

Head, G .P. Insect Resistance M anagemcnt Plan fur the 
Combined Trnit Product MON 89034 x MON 880 t7. 
Monsanto Technical Report 06-RA-39-06. 4695 13-06 Monsanto Com Jan OWN IRM 
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Form Approved OMB No. 2070-0060 

UNITED"STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Not!ce: The public reporting burden for this collection of in1ormation is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of Information, 'mcluding suggestions for reducing the burden to: Director, OPPE !n1ormation Management D'!v'1sion (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W ., Washin ton, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: M_!ly 7, 2008 EPA Reg. NoJFile Symbol: 524-LTA I Page 27 of29 
Applicant's!Registrant's Name & Address: 

Monsanto Col!!P:any,_ 800 N. Lindbergh Blvd., St. Lnuis, MO 63167 Product: MON 89034 x MON 88017 i 
Ingredient Bacillus thuringiensis Cry!A.I05, Cry2Ab2, and Cry3Bbl Proteins and the Genetic Material (Vectors PV-ZMIR245 and PV-ZMIR39) Necessary for their Production in 
MON 89034 x MON 880!7 _, 
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

Petition fur Exem(:(ion from the Requirement of a 
Tolerance for Bacillus rhuringiensis Czyl, Cry2, and 
Cry3 Classes of Proteins and the Geuctic Material 
Necessary for the Production of These Proteins In or On 
A!t Raw Agricultural Commodities When used as Plant- Tolerance 

N/A Pesticide Active ln!',rcdients. PP 7F4888 Mousanto Co(Ij_ll~HY OWN E•o tion 

Pitocinski, W. P. and M. W. Tay!or(t999). 
Admioistrative Materials io Support of tim Registration of 
iheP!ant-lli:pressed Protectant Boci/lus thuringiensis 
Com RootwonnCoutrol Protein, as Produced in !heCoro 
(Zea mays, L.), and the Amendment to the Previous 
Request for Exemption from tbc Requirement of a Tolerance 

NIA Tolemnce, PP7F4888 449043-00 Monsrnllo Con1pany OWN Exem tiou 

Administrative Materials in Suppnrt of the Registration of 
Bacillus lhuringiensis Cry3Bb Protein and the Geoctic 
Material (Vector ZMUU3L) Neeessill)' for its Production 
in Com; and Amendment of the Previoos Request fur 
Exemption from the Requirement of a To!emnce, Tolerance 

N/A PP71'4888 45156~-00 Moosauto Com~. OWN Exemption 

Naylor, M. {1993). Acnte Om! Toxicity Study ofCP4 
885.3050 EPSPS in Albino Mice. Lab Pro" ct Number. 92223. 436433-03 Monsanto ComllJ.nY OWN Inert bJgre.!!ient 

Ream, J., M. Bailey, J. Leach aod S. Padgette (1993). 
Assessment of the in vitro Digestive Pate ofCP4 EPSPS 

885.1100 Svnthase. LllbProiectNmnber: 92-01-30-15: 12949. 436433-04 Monsanto C01npany OWN Inert In redieot 

Signature Name and Title Date 
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Regulatory Affairs Manager 
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Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAl PROTECTION AGENCY 
401 M Street, S.W. I 

Washinaton, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimaJed to average 0.25 hours per response fOr registration activities and 0.25 hours per 
response for reregistration an:l special review act!vi~es, including time for reading the instruclions and completing the necessary forms. Send comments regarcfmg the burden estimate or any ; 

other aspect of this collection of information, Including suggestions for reducing the burden to: Director, OPPE Jnformalion Management Division (2137), U.S. Environmental Protecllon Agency, 
401 M Street, S.W., Washin ton, DC 20460. Do not send the form to lhis address. 

DATA MATRIX 

Date: May 7, 2008 EPA Reg. NoJFile Symbol: 524-LTA I Page 28 of29 

Applicanl's/Registrant's Name & Address: 
Monsanto Company, 800 N. Lindbernh Blvd., St. Louis, MO 63167 Product: MON 89034 x MON 88017 
Ingredient Bacillus thuringicnsis Cry!A.I05, Cry2Ab2, and Cry3Bbl Proteins and the Genetic Material {Vectors PV-ZMIR245 and PV-ZMIR39) Ne<:cssary for their Production in 
MON 89034 x MON 88017 

Guideline Reference Number Guideline Studv Name MRIO Number Submitter Status Note 
Harrison, L., M. Bailey, D. Nida, M. Tayk:lr, L Holden 
and S. Padgellc (1993). Preparation and Confinnation of 
Doses for an Acute Mouse Feeding Study Witb CP4 

885.3050 EPSPS. LabProjectNombc!"l;: 92-01-30-12: 92-419- 436919-01 Monsanto Col£1pau~. OWN Inert In redient 

Hall'i.-ion, L, M. Bailey, R. Leimgrubcr, C. Smitb, D. 
Nida, M. Taylor, M. Gustafson, B. Heeren and S. 
Padgette (1993). Characterization ofMicrobially-
Expressed Protein: CP4 EPSPS. Lab Project Number: 

885.1100 921011301!4: 12901. 436433-01 Moru;anto Com )l!H)'__ OWN Inmt In~t~edient 

Padgctte, S., G. Ban:y, D. Re, D. Eiehhottz, M. Weldon, 
K. Kolacz; and G. Kishoro (1993). Purification, Cloning, 
and CharacteriLltion ofa Highly Glypbosate-Tolernot 5-
Enolpyruvylskimate-3-phosphate Synthase from 
Agrobacterlum sp. Strain CP4. Monsanto Technical 

885.1100 Report MSL-12738. 438076-01 Monsanto Compauv OWN Inert In~dieut 

Bishop, B. (1993). Production ofCP4 EPSP in a tOO 
Liter Recombinant Escherichia coli Fermentation. 

885.1100 Monsanto Teclmie<~l Report MSL·I2389. 438076-02 Monsanto ComJ!:lny_ OWN luert In redient 

Hecreo, R., S. Padgette and M. Gustafson (1993). The 
Purification ofRecombinaut Escherichia coli CP4 5-
euolypyrovat-sbikimate-3-phosphate synthase for 
Equivalence Studies. Monsanto Technical Report MSL-

885.1100 12574. 438076-03 Monsauto Com an OWN Inert Ingredient 
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Regulatory Affairs Man~ger 
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Form Approved OMB No. 2070-006~ ! 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY i 
401 M Street, S.W. 

Washinaton, D.C. 20460 
Pape!Work Reduction Act Notice: The Public reporting burden for this collection of information Is estimated to average 0.25 hours per response for registration activities and 0.25 hours per i 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W .. Wash in ton, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: May 7, 2008 EPA Reg. No./File Symbol: 524-LTA \ Page 29 of29 
Appl!cant'S/Reglstrant's Name & Address: 

Monsanto Comnan~, 800 N. Lindbenrh Blvd., St. Louis, MO 63167 Product: MON 89034 x MON 88017 
Ingredient Bacillus thuringiensis CryiA.105, Cry2Ab2, and Cty3Bbl Proteins and tbe Genetic Material (V<X:tors PV-ZMIR245 and PV -ZMIR39) Necessary for tbcir Production in 
MON 89034 x MON 880I7 

Guideline Reference Number Guideline Studv Name MRID Number Submitler Status Note· 

Lee, T., M. Bailey, C. Smith, J. Zeng, E. Elswick and P. 
SandetS (1995). Assessment of the Equivalence ofCP4 
EPSPS Protein Produced in Escherichia coJi and 
European Com Borer Resistant Cam. Lab Project 
Number: 94-01-39-JO: Monsanto Technical Report 

885.1l00 MSL-13920. 436433-02 Monsanto Com an OWN Inert In redicut 

Bogdanova, N. (2007). Supplementallnfbnnation to 
Address EPA Questions Regarding Applications 524-
LTA and 524-L TA to Register Insect-Protected Com 
MON 89034 and M0~~;034 x MON 88017 (MRID 
46951400 aod 46951300 470794-02 Monsanto Comnaov OWN Misc. 

Bogdanova, N. (2007). Responses to EPA Questions 
Regarding Applications 524-LTA aod 524-LTA to 
Register Insect-Protected ComMON 89034 and MON 

Monsanto Comnanv 89034 x MON 88o17.iMmn 46951400 and 4695130(n 471275-01 OWN Misc. 

Bogdanova, N., Dubelman, S., Mucth, M., Mlllphy, J. 
And S/lvanovicb, A (2007). Responses to EPA Questions 
Regarding Application 52z-1~TA to Register Insect-
rotC\:tW ComMON 89034 MRID 46951428 Monsanto Cotnoauv OWN Misc. 

Signature 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

average 0.25 hours per response for registration activities and 0.25 hours per 
the necessary forms. Send comments regarding the burden estimate or any 

Division (2137), U.S. Environmental Protection Agency, 

Name and Title 
Yong Gao, PhD. May 7, 2008 

Product 

Product 

Product 

Product 

Product 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

per response for registration activities and 0.25 hours per 
instructions and completing the necessary forms. Send comments regarding the burden estimate or any 

burden to: Director, OPPE Information Management Division (2137), U.S. Environmenlal Protection Agency, 

Product 

Product 

Product 

Product 

Product 

Date 
May7, 2008 
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401 M Street, S.W. 

this collect'lon of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
for reading the instruclions and completing the necessary forms. Send comments regarding the burden estimate or any 

the burden to: Director, OPPE lnformafion Management Division (2137), U.S. Environmental Protection Agency, 

Product 

Product 

Product 

Product 

Product 
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06-CR-177E-2 

average 0.25 hours per response for registration activities and 0.25 hours per 
instructions and completing the necessary forms. Send comments regarding the burden estimate or any 

burden to; Director, OPPE Information Management Division (2137), U.S. Env'1ronmental Protection Agency, 

Name and Title 
Yong Gao, PhD. 
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burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
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to average 0.25 hours per response for registration activities and 0.25 hours per 
instructions and completing the necessary forms. Send comments regarding the burden estimate or any 

burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 

Product 
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the instructions and completing the necessary forms. 
burden to: Director, OPPE Information Management Division (2137), 

Human Heatth 

Human Health 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

to average 
the instructions and completing the necessary forms. 

burden to: Director, OPPE Information Management Division (2137), 
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Yong Gao, PhD. 

Page 47 

Date 

May7,2008 

Human Heattb 

Human Healtb 

Human Health 

Human Heallb 

Human Heallh 



&EPA 

Monsanto Company 

~ 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

06-CR-177E-2 

estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
and completing the necessary forms. Send comments regarding the burden estimate or any 

to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 

Human Heatlh 

Humao Heatlh 

Human Health 

Humau Health 

Human He3lth 

May7, 2008 

version. 
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401 M Street, S.W. 

and 0.25 hours per 
and completing the necessary forms. Send comments regarding the burden estimate or any 

to: Director, OPPE Information Management Division (2137), U.S. Environmental Proleclion Agency, 

Name and Title 
Yong Gao, PhD. 
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ofinformation is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 

burden to: Director, OPPE Information Management D'1vision (2137), U.S. Environmental Protection Agency, 

Name and Title 
Yong Gao, PhD. 

Page 53 

Date 
May 7, 2008 

Environmeuta! 

Environmenla! 

Environmental 

Environmental 

Environmental 



® 

&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street. S.W. 

average 
tho 

d~~ Yong Gao, PhD. 

Monsanto Company 06-CR·l77E-2 Page 54 

Date 
May 7, 2008 

'" or any 
Agency, 

Environmental 

Environmental 

Environmental 

Environmental 

Environmental 



&EPA 

Monsanto Company 

~ 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

~~ 

06-CR-I??E-2 

401 M Street, S.W. 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

OPP Oe_cision Numbers: 

Yang Gao 
Regulatory Affairs Manager 
Monsanto ·company 
1300 I Street, NW 
Suite 450 East 

MAY - 6 2008 

D-37t189 
D-371190 

) Washington, DC 20005 

SYMBOL .. 

SURNAME~ 

DATE .. 

Subject: Pre-Acceptance Letter for: MON 89034 (Cry1A.105 and Cry2Ab2) and 
MON89034 x MON 88017 (Cry1A.105, Cry2Ab2 and Cry3Bb1) Corn 

EPA Petition Numbers: 6F7142 and 6F7143 

EPA File Symbols: 524-LTA, 524- L TL 
Application Date: September 29, 2006 
EPA Receipt Date: September 29, 2006 

Dear Dr. Gao: 

This ls a pre-acceptance letter regarding Monsanto Company's appfications to register 
the above referenced products for Section 3 registrations under the Federal insecticide, 
Fungicide, and Rodenticide Act (FIFRA). The Environmental Protection Agency (EPA) will 
consider registering Monsanto Company's products under FIFRA Section 3(c)(7)(C) provided 
Monsanto Company amends its applications for registration by submitting the required 
information as describ~d in this-letter. 

This letter does not conStitute a commitment to register the subiect product, nor is it 
intended to imply that EPA will register the subject product. Rather, the purpose of this letter is 
to inform you that, if Monsanto Company submits the information in writing as described ln this 
letter, EPA will be able to continue to process the registration application in accordance with our 
normal procedures. 

Thus, to enable us to continue to process the subject registration application, EPA 
requests that Monsanto Company agrees in writing to the following. 

75·11 P, ._, ....... t;Y."YL' 
. f7:a·<6· 

1) The subject registrations will automatically expire on midnight September 30, 
2010. 

2) The sub'ect reoistrations<IOill<bl!lo- to MON 89034 and MON 89034 x MON 
· ·88017 in ield or sweet corn. Further MON 89034 nd MON 89 34x MUN 
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88017 sweet corn may only be sold directly to processors or through commercial 
dealers to large growers. MON 89034 and MON 89034 x MON 88017 sweet 
corn may not be sold to small roadside or home growers 

3) Submit/cite all data required for registration of your product under FIFRA §3(c)(5) 
when the Agency requires registrants of simllar products to submit such data. 

4) Submit the following data in the time frames listed: 

Data Required to Support Both MON 89034 and MON 89034 x MON 88017 

OPPTS Guideline/ Study Required Data Due Date 
Type 
860.1340 Residue For event MON 89034 corn and event MON 4/1/2009 
Analytical method • 89034 x MON 88017 corn, an independent lab 
Plants validation of the analytical method for the . 

detection of Cry2Ab2 and/or Cry1 A.1 05. You 
must also agree to provide to the EPA laboratory 
(Ft. Meade, MD) methodology and/or reagents 
necessary for validation of such analytical 
method within 6 months from the date that the 
Agency requests them. 

850.1010 Aquatic A 21 day daphnia study, as outlined in the 4/1/2009 
Invertebrate Acute OPPTS Microbial Test Guidelines, needs to be 
Toxicity Testing, performed for MON 89034 
Freshwater Daohnids 
Insect Resistance Monsanto did not address the likelihood of crossw 4/t/2009 
Management resistance of Cry1A.105, Cry1Ac, CrytFa, 

proteins already in existing Bt corn and Bt cotton Protocol Due 
prcx::lucts, and Volhat impact such cross-resistance 8/1/2008 
would have on the durability of MON 89034. 
Monsanto must provide additional information on 
cross-resistance of Cry1 A.1 05 and Cry t Fa and 
Cry1Ac (preferably including binding site models 
and use of resistant Colonies) tor the target pests 
and determine' how such crosswresistance may 
impact the durability of MON 89034. The 
Cry1A.105 protein is a chimeric protein 
consisting of Domains I and II and the C-terminus 
of Cry1Ac and Domain Ill of Cry1 Fa. It is 
important to address no.t only the likelihood of 
crosswresistance potential of Cry tA.1 05 and 
Cry1 Ab and, similarly,Cry1 A.105 and Cry2Ab2 ' 
(which was done by Monsanto), but also that of 
CrvtA.105 and Crv1Ac and Crv1Fa. 
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Insect Resistance Monsanto did not sufficiently address the cross~ 4/1/2009 
Manage·ment resistance of Cry1A.105, Cry1 Fa, and Cry1Ac in 

the cotton-growing landscape and how cross- Protocol Due 
resistance may impact the durability of MON 8/1/2008 
89034. Should cross-resistance be of concern 
then the durability of MON 89034 in the southern 
cotton-growing areas might be compromised. 
Monsanto needs to address this issue in 
subseouent simulation model ina. 

Insect Resistance Baseline susceptibility studies and/or a 
Management discriminating concentration assay are required 4/1/2009 

for the Cry1A:105 protein against ECB, SWCB, 
and CEW and for the Cry2Ab2 protein against 
SWCB, CEW. 

Insect Resistance To support sweet corn uses, baseline 4/1/2010 
Management susceptibility studies must be conducted on FAW 

populations collected from sweet corn growing 
areas. Monitoring studies will be conducted on 
FAW populations collected from sweet corn 
distribution areas in states in which Monsanto 
MON 89034 and/or MON 89034 x MON 88017 
sweet corn plantings exceed 1000 acres. The 
collected populations of FAW will be monitored 
for changes in susceptibility to the Cry1A.105 
and Cry_2Ab2 proteins. 

Additional Data Required to Support MON 89034 and MON 89034 x MON 88017 

5) Submit or cite all data required to support the individual plant~incorporated protectant 
in Event MON863 (YieldGard Rootworm), 524-528. In the event that the Agency 
concludes MON 863 (YieldGard Rootworm) studies do not sufficiently demonstrate a 
lack of significant adverse effects, additional data with MON 88017 corn must be 
s.ubmitted. This data may include a) laboratory toxicity testing with Orius insidiosus 
(minute pirate bug), b) laboratory toxicity testing with a carabid (ground beetle), c) long 
range effects testing on invertebrate populations in the field, and d) long range soil 
persistence te~ting. 

6) Apply to amend the MON 88017 registration to allow the breeding use to produce 
MON 88017 x MON 89034. 

7) You must commit to do the following Insect Resistance Management Program for 
MON 89034. 

) 
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a) Refuge Requirements for MON 89034. 

These refuge requirements do not apply to seed increase/propagation of inbred and 
hybrid seed corn nor to commercial hybrid sweet corn. 

Grower agreements (also known as stewardship agreements) will specify that growers 
must adhere to the following refuge requirements or, in the case of sweet corn,harvest 
practices as described in the grower guide/product use guide and/or in supplements to the 
grower guide/product use guide. 

For MON 89034 sweet corn, growers are required to destroy any MON 89034 sweet corn 
stalks that remain in the field following harvest via rotary mowing, discing, or plow~down within 
one (1) month of harvest 

The corn borer refuge must be planted with a non-Bt/lepldopteran~protected hybrid, must 
represent at least 20% of the grower's corn acres (i.e. sum of [MON 89034] acres and corn 
borer refuge acres). and must be planted within l\1 mile of the [MON 89034] field. The corn borer 
refuge can be treated with a soil~applied or seed·applied insecticide for .corn rootworm larval 
control, or a non~Bt fofiar-applfed insecticide for corn borer control if pest pressUre reaches an 
economic threshold for damage. Growers who fail to comply with the IRM requirements risk 
losing access to Monsanto PIP products. 

b) Grower Agreements for MON 89034. 

L Perf?ons purchasing the Bt corn product must sign a grower agreement. The 
term "grower agreement" refers to any grower purchase contract, license 
agreement, or similar legal document. 

ii. The grower agreement and/or specific stewardship· documents referenced in the 
grower agreement must clearly set forth the terms of the current IRM program. 
By signing the grower agreement, a grpwer must be contractually bound to 
comply with the requirements of the IRM program. 

iii. The registrant must integrate this registration into the current system used for 
their other Bt corn PIPS to reasonably likely to assure that persons purchasing 
the Bt corn product will affirm annually that they are contractually bound to 
comply with the requirements of the IRM program. A description must be 
submitted to EPA by August 1, 2008. 

iv. The registrant must use grower agreements and submit to EPA within 90 days 
from the date of registration a copy of that agreement and any specific 
stewardship documents referenced in the grower agreement. If Monsanto wishes 
to change any part of the grower agreement or any specific stewardship 
documents referenced in the grower agreement that would affect either the 
content of the IRM program or the legal enforceability of the provisions of the 
agreement relating to the IRM program, thirty days prior to implementing a 
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proposed change, the registrant must submit to EPA the text of such changes to 
ensure that .it is consistent with the terms and conditions of the amendment. 

v. The registrant must integrate this registration into the current system to assure 
that persons purchasing the Bt corn sign grower agreement(s), and must provide 
within 90 days from the date of the reg'rstration a written description of that 
system. A description must be submitted to EPA by August 1, 2008. 

vi. The registrant shall maintain records of all Bt corn grower agreements for a 
period of three years from December 31st of the year in which the agreement 
was signed. 

vii. Beginning on January 31, 2010 and annually thereafter, the registrant shall 
provide EPA with a report showing the number of units of tts Bt MON 89034 corn 
seeds sold or shipped and not returned, and the number of such units that were ) 
sold to persons who have signed grower agreements. The report shall cover the 
time frame of the twelve month period covering the prior August through July. 

viii. The registrant must allow a review of the grower agreements and grower 
agreement records by EPA or by a State pesticide regulatory agency if the State 
agency can demonstrate that confidential business information, including names, 
personal information, and grower license number, will be protected. 

c) IRM Education and IRM Compliance Monitoring Programs for MON 
89034. 

i. Monsanto must design and implement a comprehensive, ongoing IRM education 
program designed to convey to Bt MON 89034 corn users the importance of 
complying with the IRM program. The program shall include information 
encouraging Bt MON 89034 corn users to pursue optional elements of the IRM 
program relating to refuge configuration and proximity to Bt MON 89034 corn ) 
fields. The education program shall involve the use of multiple media, e.g. face-
to-face meetings, mailing written materials, EPA reviewed language on IRM 
requirements on the bag or bag tag, and electronic communications such as by 
Internet, radio, or television commercials. Copies of the materials will be provided 
to EPA for its records. The program shall involve at least one written 
communication annually to each Bt MON 89034 corn user separate from the 
grower technical guide. The communication shall inform the user of the current 
IRM requirements. Monsanto shall coordinate its education programs with 
educaf1onal efforts of other registrants and other organizations, such as the 
National Corn Growers Association and state extension programs. 

ii. Annually, the registrant shall revise, and expand as necessary, its education 
program to take into account the information collected through the compliance 
survey required under paragraph vi. and from other sources. The,changes shall 
address aspects of grower compl[ance that are not sufficiently high. 
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iii. On January 3 t, 20W, the registrant must provide a report to EPA summarizing 
the activities carried out under the education program for the prior year. Annually 
thereafter, the registrant must provide EPA any subStantive changes to its grower 
education activities as part of the overaiiiRM compliance assurance program 
report. The required features of the compliance assurance program are 
described in paragraphs iv.·xv.) below. 

iv. The registrant must design anc;l implement an ongoing IRM compliance 
assurance program designed to evaluate the extent to which growers purchasing 
its MON 89034 Bt corn product are complying with the IRM program and that 
takes such actions as are reasonably needed to assure that growers who have 
not complied with the program either do so in the future or lose their access to 
the MON 89034 Bt corn product. The registrant shall coordinate with other Bt 
corn registrants in designing and implementing its compliance assurance 
program and integrate this registration into the current compliance assurance 
program used for their other Bt corn PIPS. The registrant must prepare and 
submit within 90 days of the date of registration a written description of their 
compliance assurance program. Other required features of the program are 
described in paragraphs v.- xv.) below. 

v. The registrant must establish and publicize a "phased compliance approach," i.e., 
a guidance document that indicates how the registrant will address instances of 
noncompliance with the terms of the IRM program and general criteria for 
choosing among options for responding to any non-compliant growers. The 
options shall include withdrawal of the right to purchase Bt corn for an individual 
grower or for all growers in a specific region. An individual grower found to be 
significantly out of compliance two years in a row would be denied sales of the 
Monsanto PIP products the next year. Similarly, seed dealers who are not 
fulfilling their obligations to inform/educate growers of their IRM obligations will 
lose their opportunity to sell Monsanto PIP products. 

vi. The IRM compliance assurance program shall include an annual survey of a 
statistically representative sample of Bt corn growers conducted by an 
independent third party. The survey shall measure the degree of compliance with 
the IRM program by growers in different regions of the country and consider the 
potential impact of non-response. The sample size and geographical resolution 
may be adjusted annually, based upon input frorn the independent marketing 
research firm and academic scientists, to allow analysis of compliance behavior 
within regions or between regions. The sample size must provide a reasonable 
sensitivity for comparing results across the U.S. The survey will include only 
growers planting at least 200 acres of corn in the Corn Belt or 100 acres of corn 
in corn/cotton growing regions. 

vii. The survey shall be designed to provide an understanding of any difficulties 
growers encounter in implementing IRM requirements. An analysis of the survey 
results must include the reasons, extent, and potential blologic.al significance of 
any implementation deviations. 
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' viii. The survey shall be designed to obtain grower feedback on the usefulness of 
specific educational tools and initiatives. 

ix. The registrant shall provide a final written summary of the results of the prior 
year's survey (together wrth a description of the reg·rons, the methodology used, 
and the supporting data) to EPA by January 3f of each year. The registrant shall 
confer with EPA on the design and content of the survey prior to its 
implementation. 

x. Annually, the registrant shall revise, and expand as necessary, ·rts compliance 
assurance program to take into account the information collected through the 
compliance survey required under paragraphs vi. through vii1. and from other 
sources. The changes shall address aspects of grower compliance that are not 
sufficiently high. The registrant must confer with the Agency prior to adopting any ) 
changes to a previously approved CAP. 

xi. The registrant shall train its representatives who make onMfarm visits with 
MON89034 Bt corn growers to pertorm assessments of compliance with IRM 
requirements. In the event that any of these visits result in the identification of a 
grower who is not in compliance with the lAM program, the registrant shall take 
appropriate action, consistent with its "phased compliance approach," to promote 
compliance. This onMfarm assessment program has no minimum acreage 
threshold for growers. 

xii. The registrant shall carry out a program for investigating legitimate "tips and 
complaints" that- its growers are not in -compliance with the lAM program. 
Whenever an investigation results in the identification of a grower who is not in 
compliance with the IRM program, the registrant shall take appropriate action, 
consistent with its 0phased compliance approach." 

xiii. If a grower, who purchases MON 89034 Bt corn for planting, was specifically 
identified as not being in compliance during the previous year, the registrant shall 
visit with the grower and evaluate whether that the grower is in compliance with 
the IRM program for the current year. 

xiv. Beginning January 31, 2010 and annually thereafter, Monsanto shall provide a 
report to EPA summarizing the activities carried out under their compliance 
assurance program for t~e prior year and the plans for the compliance assurance 
program during the current year. The report will include information regarding 
grower interactions (including, but not limited to, onMfarm visits, verified tips and 
complaints, grower meetings and letters), the extent of nonMcompliance, 
corrective measures to address the non-compliance, and any followMup actions 
taken. 

xv. The registrant and the seed corn dealers for the registrant must allow a review of 
the compliance records by EPA or by a State pesticide regulatory agency if the 

) 
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State agency can demonstrate that confidential business information, including 
the names, personal information, and grower license number of the growers will 
be protected. 

d) Insect Resistance Monitoring for MON 89034. 

The Agency is imposing the following conditions for this product: 

i. Post-commercial resistance monitoring programs must be established as an 
extension of existing programs to track the susceptibility of the key lepidopteran 
corn pests to the Cry1 A.1 05 and Cry2Ab2 proteins. For the Cry1.A.1 05 and 
Cry2Ab2 proteins, the registrant will monitor for resistance and/or trends in 
increased tolerance for European corn borer, Southwestern com borer, and corn 
earworm. Sampling should be focused in those areas in which there is the 
highest risk of resistance development. Monitoring must be carried out under the 
same protocols used for the products containing MON 810. Sampl'lng should be 
focused in those areas in which there is the highest riSk of resistance 
development. In the monitoring program, insect populations will be collected and 
each protein will be tested separately, rather than a mixture of the two proteins, 
because resistance to one protein could be masked by the activity of the other. 

ii. In addition to monitoring ECB, SWCB, and CEW, Monsanto will develop and 
ensure the implementation for resistance monitoring for Spodoptera trugfperda 
(fall armyworm of FAW) in counties which MON 89034 I MON 89034 x MON 
88017 sweet corn acreage exceeds 5,000 acres and the pest is capable of 
overwintering in tha~ county. The registrant should consult with academic and 
USDA experts in developing the monitoring plan and will provide EPA with a 
copy of its proposed resistance monitoring plan for EPA's approval prior to 
implementation. This proposed FAW monitoring pl8.n must be submitted to EPA 
by January 31 of the year following that in which MON 89034/ MON 89034 x 
MON 88017 sweet corn acreage exceeds the trigger specified in this requirement 
(i.e., greater than 5,000 acres in any county in which FAW overwinters). The 
proposed plan must be implemented the season following the acreage trigger 
being met. The proposed plan will remain in place until an EPA approved plan 
ca:n be implemented. 

iii. The registrant must follow~up on grower, extension specialist or consultant 
reports of unexpected damage or control failures for corn rootworm. 

iv. The registrant must provide EPA with an annual resistance monitoring report by 
August 31st of each year beginning with 2010, reporting on populations collected 
the previous year. 

e) Remedial Action Plans for MON 89034 

The October 15, 2001 Remedial Action Plan for Responding to Resistance in European 
Corn Borer, Corn Earworm and/or Southwestern Corn Borer must be used for suspected and 
confirmed resistance of these pests. , 
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The annual reporting requirements are as follows:. 

L Annual Sales: reported and summed by state (county level data available by 
request),January 31st each year; 

ii. Grower Agreement: number of units of Bt corn seeds shipped or sold and not 
returned, and the number of such units that were sold to persons who have 
signed grower agreements, January 31st each year; 

iii. Grower Educat'1on: substantive changes to education program completed 
previous year, January 31st each year; 

iv. Compliance Assurance Plan: Compliance Assurance Program activities and 
results, January 3 tst each year; 

v. Compliance: to include annual survey results and plans for the next year; full 
report January~ tst each year; 

vi. Insect Resistance Monitoring Results: results of monitoring and investigations of 
damage reports, April 30th each year. 

8) You must commit to do the following Insect Resistance Management Program for 
MON 89034 x MON 88017. 

a) Refuge Requirements for MON 89034 x MON 88017 

These refuge requirements do not apply to seed increase/propagation of inbred 
and hybrid seed corn nor to commercial hybrid sweet corn. 

Grower agreements (also known as stewardship agreements) will specify that ) 
growers must adhere to the following refuge requirements or, in the casH of 
sweet corn, harvest practices as described in the grower guide/product use guide 
and/or in supplements to the grower guide/product use guide. 

For MON 89034 x MON 88017 sweet corn, growers are required to destroy any 
MON 89034 sweet corn stalks that remain in the field fallowing harvest via rotary 
mowing, discing, or plow-down within one (1) month of harvest. 

Two options for deployment of the refuge are available to growers. The first 
option is planting a common refuge for both corn borers and corn rootworms. The 
common refuge must be planted with corn hybrids that do not contain Bt 
technologies for the control of corn rootworms or corn borers. The refuge area 
must represent at least 20% of the grower's corn acres (i.e. sum of [MON 88017 
x MON 89034] acres and refuge acres). It can be planted as a block adjacent to 
the [MON 88017 x MON 89034] field, perimeter strips, or in-field strips. If 
perimeter strips are implemented, the strips must be at least 4, and preferably 6 
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consecutive rows wide. If strips within the [MON 88017 x MON 89034] field are 
implemented, then at least 4, and preferably 6 consecutive rows should be 
planted. The common refuge can be treated with a soil-applied or seed-applied 
insecticide to control rootworm larvae and other soil pests. The refuge can also 
be treated with a non-Bt foliar insecticide for control of late season pests if pest 
pressure reaches an economic threshold for damage; however, if rootWorm 
adults are present at the time of foliar applications then the [MON 88017 x MON 
89034] field must be treated in a similar manner. 

The second option is planting separate refuge areas for corn borers and corn 
rootworms. The corn borer refuge must be planted with a non-Bt/lepidopteran­
protected hybrid, must represent at least 20% of the grower's corn acres (i.e. 
sum of [MON 88017 x MON 89034] acres and corn borer refuge acres), and 
must be planted wlthin 'h mile of the [MON 88017 x MON 89034] field. 
The_ corn borer refuge can" be treated with a soil-applied or seed-applied 
insecticide for cOrn rootworm larval control, or a non-Bt foliar-applied insecticide 
for corn borer control if pest pressure reaches an economic threshold for 
damage. The corn rootworm refuge must be planted with a non-Bt/corn 
rootworm-protected hybrid, but can be planted with Bt corn hybrids that coritrol 
corn borers. The corn rootworm refuge must represent at least 20% of the 
grower's corn acres (i.e. sum of [MON 88017 x MON 89034] acres and corn 
rootworm refuge acres) and can be planted as an adjacent block, perimeter 
strips, or in-field strips. The corn rootworm refuge can be treated with a soil­
applied or seed-appHed insecticide to control rootworm larvae and other so"rl 
pests. The refuge· can also be treated with a non-Bt foliar insecticide for control of 
late season pests; however, if rootworm adults are present .at the time of foliar 
applications then the [MON 88017 x MON 89034] field must be treated in a 
similar manner. Growers who fail to comply with the IRM requirements risk losing 
access to Monsanto PIP products. 

b) Grower Agreements for MON 89034 x MON 88017 

i. Persons purchasing the Bt corn product must sign a grower agreement. The term 
~grower agreemenf' refers to any grower purchase contract, license agreement, or 
similar legal document. 

ii. The grower agreement and/or specifrc stewardship documents referenced in the 
grower agreement must clearly set forth the tenns of the current IRM program. By 
signing the grower agreement, a grower must be contractually bound to comply with 
the requirements of the IRM program. 

iii. The registrant must integrate this registration into the current system used for their 
other Bt corn PIPS to reasonably likely to assure that persons purchasing the Bt corn 
product will affirm annually that they are contractually bound to comply wlth the 
requirements of the IRM program. A description must be submitted to EPA by August 
1, 2008. 
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iv. The registrant must use grower agreements and submit to EPA within 90 days from 
the date of registration a copy of that agreement and any specific stewardship 
documents referenced in the grower agreement. If Monsanto wishes to change any 
part of the grower agreement or any specific stewardship documents referenced in 
the grower agreement that would affect either the content of the IRM program or the 
legal enforceability of the provisions of the agreement relating to the IRM program, 
thirty days prior to implementing a proposed change, the registrant must submit to 
EPA the text of such changes to ensure that it is consistent with the terms and 
conditions of the amendment. 

v. The reg·tstrant must integrate this reg·tstration into the current system to assure that 
persons purchasing the Bt corn sign grower agreement(s}, and must provide within 
90 days from the date of the registration a written description of that system. A 
description must be submitted to EPA by August 1, 2008. 

vi. The registrant shall maintain records of all Bt corn grower agreements for a period of 
three years from December 31st of the year in which the agreement was signed. 

vii. Beginning on January 31, 2010 and annually thereafter, the registrant shall provide 
EPA with a report showing the number of units of its Bt MON 89034 x MON 88017 
corn seeds sold or shipped and not returned, and the number of such units that were 
sold to persons who have signed grower agreements. The report shall cover the time 
frame of the twelve month period covering the prior August through July. 

viii. The registrant must allow a review of the grower agreements and groWer agreement 
records by EPA or by a State pesticide regulatory agency if the State agency can 
demonstrate that confidential business information, including names, personal 
information, and grower license number, will be protected. 

) 

c) IRM Education and IRM Compliance Monitoring Programs for MON 89034 
x MON 88017 ) 

i. Monsanto must design and implement a comprehensive, ongoing IRM education 
program designed to convey to Bt MON 89034 x MON 88017 corn users the 
imp:lrtance of complying with the IRM program. The program shall include 
information encouraging Bt MON 89034 x MON 88017 corn users to pursue optional 
elements of the IRM program relating to refuge configuration and proximity to Bt 
MON 89034 x MON 88017 corn fields. The education program shall involve the use 
of multiple media, e.g. face·to·face meetings, mailing written materials, EPA 
reviewed language on IRM requirements on the bag or bag tag, and electronic 
communications such as by Internet, radio, or television commercials. Copies of the 
mateiials will be provided to EPA for its records. The program shall involve at least 
one written communication annually to each Bt MON 89034 x MON 88017 corn user 
separate from the grower technical guide. The communication shall inform the user 
of the current IRM requirements. Monsanto shall coordinate its education programs 
with educational efforts of other registrants and other organizations, such as the 
National Corn Growers Association and state extension programs. 
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ii. Annually, the registrant shall revise, and expand as necessary, its education 
program to take into account the information collected through the compliance 
survey required under paragraph vi. and from other sources. The changes shall 
address aspects of grower compliance that are not sufficiently high. 

iii. On January 31,2010, the registrant must provide a report to EPA summarizing the 
activities carried out under the education program for the prior year. Annually 
thereafter, the registrant must provide EPA any substantive changes to its grower 
education activities as part of the overall lAM compliance assurance program report. 
The required features of the compliance assurance program are described in 
paragraphs iv.~xv. below. 

iv. The registrant must design and implement an ongoing IRM compliance assurance 
program designed to evaluate the extent to which growers purchasing its MON 
89034 x MON 88017 Bt com product are complying with the IRM program and that 
takes such actions as are reasonably needed to assure that growers who have not 
complied with the program either do so in the future or lose their access to the MON 
89034 x MON 88017 Bt corn product. The registrant shall coordinate with other Bt 
corn registrants in designing and implementing its compliance assurance program 
and integrate this registration into the current compliance assurance program used 
for their other Bt corn PIPS. The registrant must prepare and submit within 90 days 
of the date of registration a written description of their compliance assurance 
program. Other required features of the program are described in paragraphs v.- x:v. 
below. 

v. The registrant must establish and publicize a "phased compliance approach," i.e., a 
guidance document that indicates hol,o/ the registrant will address instances of 
noncompliance with the terms of the IRM program and general criteria for choosing 
among options for responding to any non-compliant growers. The options shall 
include withdrawal of the right to purchase Bt corn for an individual grower or for all 
growers in a specific region. An individual grower found to be significantly out of 
compliance two years in a row would be denied sales of Monsanto PIP products the 
next year. Similarly, seed dealers who are not fulfilling their obligations to 
inform/educate growers of their IRM obligations will lose their opportunity to sell 
Monsanto PIP products 

vi. The IRM compliance assurance program shall include an annual survey of a 
statistically representative sample of Bt corn growers conducted by an independent 
third party. The survey shall measure the degree of compliance with the IRM 
program by growers in different regions of the country and consider the potential 
impact of non-response. The sample size and geographical resolution may be 
adjusted annually, based upon input from the independent marketing research firm 
and academic scientists, to allow analysis of compliance behavior within regions or 
between regions. The sample size must provide a reasonable sensitivity for 
comparing results across the U.S. The survey will include only growers planting at 
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least 200 acres of corn in the Corn Belt or 100 acres of corn in corn/cotton growing 
regions. 

vii. The survey shall be designed to provide an understanding of any difficulties growers 
encounter in implementing IRM requirements. An analysis of the survey results must 
include the reasons, extent, and potential biological significance of any 
implementation deviations. 

viii. The survey shall be designed to obtain grower feedback on the usefulness of specific 
educational tools and initiatives. 

ix. The registrant shall provide a final written summary of the results of the prior year's 
survey (together with a description of the regions, the methodology used, and the 
supporting data) to EPA by January 31 of each year. The registrant shall confer with 
EPA on the design and content of the survey prior to its implementation. ') 

x. Annually, the registrant shall revise, and expand as necessary, its compliance 
assurance program to take into account the information collected through the 
compliance survey required under paragraphs 6] through 8] and from other sourc~s. 
The changes shall address·aspects of grower compliance that are not sufficiently 
high. The registrant must confer with the Agency prior to adopting any changes to a 
previously approved CAP. 

xi. The registrant shall train its representatives who make on~farm visits with 
MON89034 x MON 880 t? Bt corn growers to perform assessments of compliance 
with IRM requirements. In the event that any of these visits result in the identification 
of a grower who is not in compliance with the IRM program, the registrant shall take 
appropriate action, consistent with its nphased compliance approach," to promote 
compliance. This on-farm assessment program has no minimum acreage threshold 
for growers. 

xii. The registrant shall carry out a program for investigating legitimate ''tips and 
complaints" that its growers are not in compliance with the IRM program. Whenever 
an investigation results in the identification of a grower who is not in compliance with 
the IRM program, the registrant shall take appropriate action, consistent wtth its 
"phased compliance approach." 

xiii. If a grower, who purchases MON 89034 x MON 88017 Bt corn for planting, was 
specifically identified as not being in compliance during the previous year, the 
registrant shall visit with the grower and evaluate wheth~r that the grower is in 
compliance with the IRM program for the current year. 

xiv. Beginning January 31, 2010 and annually thereafter, Monsanto shall provide a 
report to EPA summarizing the activities carried out under their compliance 
assurance program for the prior year and the plans for the compliance assurance 
program during the current year. The report will include information regarding grower 
interactions (including, but not limited to, on~fann visits, verified tips and complaints, 

) 
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grower meetings and letters), the extent of non~compliance, corrective measures to 
address the non~compliance, and any follow-up actions taken. 

xv. The registrant and the seed corn dealers for the registrant must allow a review of the 
compliance records by EPA or by a State pesticide regulatory agency if the State 
agency can demonstrate that confidential business information, including the names, 
personal information, and grower license number of the growers will be protected. 

d) Insect Resistance Monitoring for MON 89034 x MON 88017 

The Agency is imposing the following conditions for this product: 

i. Post-commercial resistance monitoring programs must be established as an 
extension of existing programs to track the susceptibility of the key lepidopteran corn 
pests to the Cry1A.105 and Cry2Ab2 proteins. For the Cry1.A.105 and Cry2Ab2 
proteins, the registrant will monitor for resistance and/or trends in increased 
tolerance for European corn borer, Southwestern corn borer, and corn earworm. 
Sampling should be focused in those areas in which there is the highest risk of 
resistance development. Monitoring must be carried out under the same protocols · 
used for the products containing MON 8 tO. Sampling should be focused in those 
areas in which there is the highest risk of resistance development. In the monitoring 
program, insect populations will be collected and each protein will be tested 
separately, rather than a mixture of the two proteins, because resistance to one 
protein could be masked by the activity of the other. 

ii. In addition to monitoring ECB, SWCB, and CEW, Monsanto will develop and ensure 
the implementation for resistance monitoring for Spodoptera frug;perda (fall 
armyworm of FAW) in counties which MON 89034/ MON 89034 x MON 880 t7 
sweet corn acreage exceeds 5,000 acres and the pest is capable of overwintering in 
that county. The registrant should consult with academic and USDA experts in 
developing the monitoring plan and will provide EPA with a copy of its proposed 
resistance monitoring plan for EPA's approval prior to implementation. This proposed 
FAW monitoring plan must be submitted to EPA by January 31 of the year following 
that in which MON 89034/ MON 89034 x MON 88017 sweet corn acreage exceeds 
the trigger specified in this requirement (i.e., greater than 5,000 acres in· any county 
in which FAW overwinters). The proposed plan must be implemented the season 
following the acreage trigger being met. The profX)sed plan will remain in place until 
an EPA approved plan can be implemented. 

iii. For the Cry3Bb1 portion of the product, a revised Cry3Bb1 monitoring plan that 
incorporates MON 89034 x MON 88017 must be submitted to the Agency within 90 
days of the date of registration. 

iv. For the Cry3Bb1 portion of the product, the registrant must develop and validate an 
appropriate discriminating or diagnostic dose assay by January 31, 2010. 
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v. For the Cry3Bb1 portion of the product, the registrant r:nust fmalize rootworm damage 
guidelines and s.ubmit these to BPPD by January 31, 2010. 

vi. The registrant must follow-up on grower, extension specialist or consultant reports of 
unexpected damage or control failures for corn rootworm. 

viL The registrant must provide EPA with an annual resistance monitoring report by 
August 31 51 of each year beginning with 2010, reporting on populations collected the 
previous year. 

e) Remedial Action Plans for MON 89034 x MON 88017 

The October 15, 2001 Hemedial Action Plan for Responding to Resistance in European 
Corn Borer, Corn Earworm and/or Southwestern Corn Borer must be used for suspected 
and confirmed resistance of these pests. The current remedial action plan approved for 
MON 863 must be used for corn rootworm suspected and confirmed resistance in 
[MON 89034 x MON 88017]. If corn rootworm resistance is confirmed, all acres ([MON 
889034 x MON 88017] and refuges) must be treated with insecticides targeted at CAW 
adults as well as larvae. 

The annual reporf1ng requirements_are as follows: 

i. Annual Sales: reported and summed by state (oounty level data available by 
request),January 31st each year; 

ii. Grower Agreement: number of units of Bt corn seeds shipped or sold and not 
returned, and the number of such units that were sold to persons who have 
signa~ grower agreements, January 31st each year; 

iii. Grower Education: substantive changes to education program completed 
previous year, January 31st each year; 

iv. Compliance Assurance Plan: Compliance Assurance Program activities and 
results, January 31st each year; 

v. Compliance: to include annual survey results and plans for the next year; full 
report January 31st each year; 

vi. Insect Resistance Monitoring Results: results of monitoring and investigations of 
damage reports, April 30th each year. 

9) Label and Administrative Materials: 

You must submit an updated label, Confidential Statement of Formula (CSF), 
Certification with Respect to Citation of Data form, and data matrix for both products. The labels 
must list separately those pests that are controlled and those that are suppressed as well as the 
IRM refuge and harvest requirements. The data matrix and Certification with Respect to Citation 

) 
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of Data form should have the same date. Each of the CSFs and labels should have the same 
product name and be based on actual expression level data. You must also formally address all 
the requirements listed in 40 CFR Part 158.740, e.g. via waiver requests where appropriate. 
The updated label should include modifications to the IRM requirements listed in this letter. 

This letter does not mean that EPA agrees to amend the subject product. If Monsanto 
Company submits the information in writing as described in this letter, however, EPA will be 
able to continue to process the registration application. 

Please contact Susanne Cerrelli of my staff at (703) 308-8077 should you have any 
questions or wish to schedule a meeting. 

Sincerely, 

f: 
. Reilly, Ph.D. h ef 

Microbia Pesticide Bran 
Biopesticides and Pollution 
Prevention Division (7511 P) 



) 

Mike 
Mendelsohn/OC/USEPA 
/US 

04/2212008 10: t9 PM 

To Zigfridas Vaituzis/DC/USEPA/US@EPA 

cc Alan Reynolds/DC/USEPA/US@EPA, Annabel 
Waggoner/DC/USEPAIUS@EPA, Susanne 
Cerrelli/DC/USEPA/US@EPA, Sheryl 

bee 

Subject MON 89034 Eco Review IT! 

Zig, 

_My understanding of the the information we need follows. l will be out tomorrow but should 
be in the office for our briefing of Janet on Thursday. 

·Best Regards, 

Mike Mendelsohn 
Senior Regulatory Specialist 
Office of Pesticide Programs/ Biopesticides and Pollution 
Prevention Division (7511 P) 
U.S. Environmental Protection Agency 
1200 Pennsylvania Avenue NW 
Washington DC 20460 
(703) 308-8715 
(703) 308-7026 (fax) 
http://www.epa.gov/pesticides/biopesticides 

Background 

MON 89034 contains Cry1A.105 and Cry2Ab2 
MON 88017 contains Cry3Bb1 

MON 89034 nontarget terrestrial invertebrate studies are limited to either Cry1A.105 or 
Cry2Ab2 studies except for Collembola where leaf tissue containing both proteins was 
tested. 

Cry1A.105 is a chimeric protein created by Monsanto with domains from three Cry proteins; 
Cry1Ab, Cry1Ac, and Cry1F. 

For the pending MON 89034 and MON 89034 x MON 88017 registrations, we have received 
the following nontarget organism assessments: (1) 12114/2007 MON 89034 review of 
non-target invertebrate studies on Cry1A.105 and Cry2Ab2, (2) 12/14/2007 MON 89034 
review of broiler, quail, soil fate, and endangered species, (3) 12/14/2007 MON ·89034 x 
MON 88017review regarding potential interactions between Cry1A.1 05, Cry2Ab2, and 
Cry3Bb1, and (4) a MON 89034 and MON 89034 x MON 88017 Environmental Assessment 
BRAD chapter that is unsigned and undated. 

Since 2001, we have been requiring long term field studies for PIP soil degradation and 
non~target invertebrate impacts. Mudl of this data has been received and is awaiting final 
review. This data needs to be reviewed prior to November2008 when we extend the 
registrations of ECB active Bt corn. Of these, the Cry1Ab long term soil fate data has been 
reviewed and we determined no further testing is necessary for Cry1Ab. l believe Cry1Ac soil 
fate has also been reviewed. 

Several of us in MPB, including yourself, have exchanged emails and subsequently met on 
April 1st regarding regarding stacked/pyramid PIPs and additive vs. synergistic effects. In a 
3128 email you mentioned that "[w]e are going to get more and more of them involving more 



than 3 proteins, so the simple synergy/additive effect testing may no longer give us the 
information we want" During the April 1st meeting you further indicated that in some cases 
bridging data using target insect species may not be adequate and we may need to test 
representative nontarget organisms with the protein combinations 

Requests 

1) Provide a signed version of the environmental assessment In the past, this has been 
done by the eco team by providing a signature block and date at the beginning of the BRAD 
chapter. 

2) Provide more explanation in the BRAD/ environmental assessment as to why the long 
term non-target invertebrate impacts studies are not being required. Specifically, provide 
more of a description of the Marvier et. al. and Sanvido et. al. studies cited. 

Currently the BRAD chapter states: 

The Agency expects that Tier 1 testing for short-term hazard assessment will be sufficient for most 
studies submitted in support of PIP registrations. However, if long range adverse effects must be 
ascertained, then higher-tier longer-term field testing will be required. As noted above, the October 
2000 SAP and the National AcademyofSciences 1 (NAS 2000) recommended testing non-truget 
organisms directly in the field. This approach, with an emphasis on testing invertebrates found in com 
fields, was also recommended by the August 2002 SAP and was supported by several public 
comments. Recent analyses of short term and long term field studv effects on invertebrate 
populations in Bt corn and cotton fields indicate that no unreasonable adverse effects are taking 
place as a resutt of wide scale Bt crop cultivation.2 Slight reductions in some invertebrate predator 
populations are an inevitable result of all pest management practices which result in reductions in the 
abundance of the pests as prey. Based on these considerations, regulatory testing of the specialist 
predators and parasitoids of target pests may eventually be considered Uilllecessary. 

1 (Enviranmenta/ Effects ofTronsgenic Plants: 71!e Scope and Adequacy of Regulation is available from !he Naliona\ 
Academy Press, 2101 Constitution Avenue, N.W., Lockbox 285, Washington, DC 20055; (800) 624-6242 or (202) 334-3313 
(in the Washington melropo\ilan area); htw·l!www.nap.edu . 
2Marvier, M., McCreedy, C., Regetz, J. & Kareiva, P. A meta-analysis of effects ofBl colton and maize on nontarget 
invertebrntes. Science 3 t6, 1475-1477 (2007). Sanvido,O., Romeis, J., Bigler, F. (2007). Ecological Impacts of Genetically 
Modified Crops: Ten Years of Field Research and Commercial Cullivalion Adv Biochem Engin!Biotechnol t07: 235--278 

3) Provide more explanation in the BRAD/ environmental assessme(Jt as to why the long 
term soil degradation studies are not being required. The Cry tAb study reviewed by Tessa 
and cited in the BRAD chapter has been reviewed. However, Cry1 F, Cry3Bb1 x Cry1Ab, and 
several other long term soil degradation studies are pending final review. Please further 
explain the underlying basis for "no detectable Cry protein accumulation in agricultural soils." 

Currently the BRAD chapter states: 

... More specifically, a study that evaluated Cry lAb protein accumulation in a field with three years of 
continuous CrylAb field com production showed that the protein had not accumulated in soil to a 
level that would elicit a toxic response from ECB larvae, a species that is highly susceptible to Cry lAb 
protein (Milofsky, 2006). 

No additional soil degradation studies are required for Cry2Ab2 or CrylA.l05 proteins. As a result of 
FIFRA Scientific Advisory Panel recommendations and public comments, the Agency has been 
receiving three year soil fate studies·for the currently registered Cry protein producing crops grov.rn in 
a variety of soils and environmental conditions. The results show that there is no detectable Cry 
protein accumulation in agricutturat soils during commercial planting of currentlv registered 
Cry protein producing crops. 

) 

) 
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4) Update p .. 7 of the BRAD chapter regarding protein interaction in accord with the 
12/14/2007 review. The cited 7/6/06 Hunter review states "The study report is classified as 
supplemental. The study is upgradeable to "acceptablen when "test replication and insect 
numbers are reported. In addition, this study is classified as unacceptable for Section 3 
registrafton." · 

5) Confirm that the 12/14/2007 potential interaction review agrees with your current position 
of potential protein interactions in light of discussions and emails in MPB regarding 
stacked/pyramid PIPs and add"ttive vs. synergistic eff~cts. Specifically, confirm that no 
additional non-target data on the ·stacks of the proteins are necessary. 

Zigfridas Vaituzis/DC/USEPAfUS 

Susanne: 

Zigfridas 
Vaituzis/DC/USEP 
A/US 

04/12/2008 12:16 
AM 

To Susanne Cerre!li/DC/USEPA/US@EPA 

cc Alan Reynolds/DC/USEPA/US@EPA, Mike 
Mendelsohn/DC/USEPA/US@EPA, Annabel 
Waggoner/DCIUSEPA/US@EPA 

Subject A PS to our last meeting ... 

I apologize for my unfriendly attitude at the meeting on the MON89034 x MON88017 PIP 
the other day. I was overwhelmed with shock after all the work that we put into that BRAD 
chapter. And it was one of the best ones that we had come up with until Annabel did the 
VipCot. I could not help but overreact when alii perceived at the meeting was uninformed 
picky criticism. I guess that I have not yet gotten used to that even after all these years .. [and 
I keep on telling Annabel to get used to it already!]. It is my goal to get used to it before I 
retire. If I keep on reacting as I did the other day, I will have to hang around for too many 
more years in order to learn ... or leave as a failure .. )-: 

Unfortunately, my response did not give opportunity for you to express all that you need 
What is it you need? 

From some of the comments I heard I surmise you would like a Memo summarizing the Eco 
risk aSsessment. But the introduction summary and the conclusion at the end of the 
document have the information that would go into a Memo. A memo was not prepared 
because the memos were written when all that the RALs received was the DERs and a 
Memo. With that the RALs had to write the BRAD chapter. Because now the science staff is 
preparing the chapter for the BRAD, a summary Memo is unnecessary. Or is it? Could be 
that you need one for the Fact Sheet? -let me know what it is you want. But I still maintain 
that the BRAD chapter has all of the necessary information and all one has to do is block and 
paste from the summary and conclusion sections. .. into a fact sheet. 

As for the Memo that Mike wants saying that we no longer require long term soil studies and 
field testing- that was said in the BRAD for this product with the published literature as 
justification. Peer reviewed published literature summarizing one hundred field tests over 10 
years of use carries much more credibility that one of two studies by a registrant And not 



asking for these studies needs to remain as a 'waiver' on a case~by~case basis. We can 
waive it for the well~known Bt proteins that have been on the market for years The data may 
became again necessary for the next product that comes in the door A signed 'policy' memo 
waiving the requirement would pick up a life of its own and would be used by registrants to· 
argue that we ceased that requirement for good lt is not our intent to cease field and soil 
testing for all future PIPs. [A written policy memo would have to clearly define where we draw 
the line~ and who knows where to draw the line when we have no idea what the industry is 
coming up with next?} 

So now that 1 am over the 'shock'~ let me know if you still need something from us, within 
reason ... In general I recommend that if there are issues that are not clear to you~ as long as 
the registration is not being held up~ take the word of the science team and get on with it.. 
that is why we are the scientists. The RALs are not expected to do or critique science [except 
where the scientists ignore the OPP SOPs and FlFRA requirements}. 

Don't let my poor attitude keep you from asking for the information that you need to get your 
job done. My poor attitude is my problem, not yours. 

Peace! 

[zig.v} 

**********************""**********" 
Zig Vaituzis, Ph.D., Team Leader 
Environmental Risk Assessment T earn 
Biopesticides and Pollution Prevention Division 
USEP!\ (7511P) 
t200 Pennsylvania Ave., N.W. 
Washington, D.C. 20460.0001 
Tel: 703-308-8676 
Fx: 703-308-7026 
vaituzis.zigfridas@epa.gov 

) 
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Mike-

Susanne 
Cerrel!i/DC/USEPAJUS 

0411412008 t1:38 AM 

To Mike Mendelsohn/DC/USEPA/US@EPA 

ee 

bee 

Subject Fw: A PS to our last meetlng ... - Please comment and CC me 

My understanding is· that we want the following from Zig/ Annabel Eco team: 

Annabel has an understanding of what we need which includes: 

{1) A memo orDER- for the "Peer reviewed published literature summarizing one hundred 
field tests over 10 years" that we can use for these registrations and others tha1 are pending 
or come in the future. 

(2) Clarification in writing preferably about the need for additional "non-target insect testing 
on actual foilage from the two new registrations MON 89034 and MON89034 x 88017. 
Onlyone insect was tested with foilage with the Bt proteins incorporated. 

(3) A memo orDER that expresses in writing why we are accepting the synergy information, 
and that expl8ins in more detail what published literature we are relying upon. 

(4) The eco-chapter that had been prepared earlier with clarifications mentioned above 
about cited literature, any additional confirmatory data needed and a signature page. 

Mike- This is just from my memory, I am sure I missed something, please comment. 

Thanks for all your help on this!!! 

Susanne Cerrelli 

Regulatory Action Leader 
Microbial Pesticides Branch 
Biopesticides Pollu1ion Prevention Division (7511 P) 

703-308-8077(w) 

----Forwarded by Susanne Cerrelli/DC/USEPA/US on 04/14/2008 11:23AM ----­

To: Susanne Cerrelli/DC/USEPA/US@EPA 
From: Zigfridas Vaituzis/DC/USEPA/US 
Date: 04/12/2008 12:16AM 
cc: Alan Reynolds/DC/USEPA/US@EPA, Mike Mendelsohn/DC/USEPA/US@EPA, Annabel 
Waggoner/DC/USEPAIUS@EPA 
Subject: A PS to our last meeting ... 

Susanne: 

I apologize for my unfriendly attitude at the meeting on the MON89034 x MON88017 
PIP the other day. I was overwhelmed with shock after all the work that we put into that 
BRAD chapter. And it was one of the best ones that we had come up with until Annabel did 
the VipCot. I could not help but overreact when alii perceived at the meeting was 
uninformed picky critlcism. I guess that I have not yet gotten used to that even after all these 



~--"'.::::.: Alan ,;:,ff;-::::. Reyoolds/DC/USEPAIU g r'· ~4/08/2008 t2o45 PM 

Hi Susanne~ 

To Susanne Cerrelli/DC/USEPAIUS@EPA 

ee 

bee 

Subject Re: Fw: Edits and Additions to MON 89034 and MON 89034 
x MON 88017 ~What about sweet com IRM??~ 

The sweet corn part is OK .... Monsanto's response was acceptable and they don't need to 
provide any more data. 

The terms and conditions for sweet corn should mimic those for other Bt sweet corn 
registrations (i.e. Syngenta's Attribute sweet com). 1 think we have some language regarding 
crop destruction in lieu of a refuge. Mike should be able to help find the language .... if not, 1 
can help you tomorrow. 

Alan 

Susanne Cerrelli/DC/USEPAIUS 

Alan-

Susanne 
Cerrelli/DC/USEPA/US 

04/08/2008 10:24 AM 
To Alan Reynolds/DC/USEPAIUS@EPA 

ee 

Subject Fw: Edits and Additions to MON 89034 and MON 89034 x 
MON 88017 - What about sweet corn IRM?? 

1 am getting pressure from Monsanto and mike to wrap up the PA letter. Please let me 
know' if you have comments today. mike was asking me about sweet com, and your 
review 

ofMON 89034 states: BPPD agrees that no structured refuge is needed in 
conjunction with the sweet corn use based on the destruction of potential resistant 
larvae through cultivation practices. 

Can you confirm that we don't need anything more for sweet com? Sharlene had 
asked fot data and expression and activity last year for sweet com. Was 
monsanto 1S response totally ok for sweet com IRM?? 

Susanne Cerrelli 

Regulatory Action Leader 
Microbial Pesticides Branch 
Biopesticides Pollution Prevention Division {7511P) 

703-308-8077(w) 

--Forwarded by Susanne Cerrelli/DC/USEPA/US on 04/08/2008 09:56AM----



Annabel 
Waggoner/DC/USEPAJUS 

To Zfgfrfdas Vaituzis/DC/USEPAJUS@EPA 

cc 
02/t7/2008 06:00PM 

bee 

Subject Additive vs. Synergistic effects 

L~.i:~r~~-~-·E;_:,::::~_.-:;'~:-~TI!i~~%-~§~~~~~In~~li~~~1~,:~~~~Jf~~E~~f~:~:~~;~~;;;:t:~Iit~~Sj~{~:t:-:£,Lill~~-~~:;~1~E 
Hi Zig, 

Here's is some info' of Additive vs. Synergistic effects that I pulled from Alan Raybould's 
paper. I also attached the paper for you as well. Hopefully, ifs the right one ... 

"The most powerful test of the hypothesis that the hazard is not greater than additive (not 
synergistic) is to examine the effects of the mixture in species that are sensitive to at least one 
of the proteins; If a species sensitive to both proteins is available, dose response curves for the 
separate proteins would be obtained. The predicted response of the species to mixtures of the 
proteins can be obtained from these data. 

The predicted effect depends upon the modes of action of the proteins. If the proteins have 
different modes of action, the predicted effect of the mixture should be calculated using a model 
called independent joint action. Under this model, if a certain amount of protein A alone kills 
x% of a sample, and a certain amount of protein B kills y%, the predicted percentage kill of a 
mixture of these amounts of protein is given by x + y · (xy/100) Colby (1967) If protein A kills 
x%, protein B will kill y% of the remainder, i.e. x + y/100(100~x) = x + y ~ xy/100. The 
observed and expected mortalities are compared over a range of concentrations. There is no 
test of statistical significance; the predicted dose response curves are compared with the 
expected dose response curves and if there is greater mortality than expected over the range of 
concentrations the hypothesis of synergism is falsified. If the studies corroborate the hypothesis,.,.,:--~--- ___ ____:_:_ 
of no synergism in sensitive pest species, it is likely that there will be no synergism of the 
mixture against non~ target organisms, and that the risk hypothesis of HQ <1 for all non~ target 
organisms exposed to the mixture is corroborated. No testing of the mixture against non~ target 
organisms should be necessary under these circumstances." 

Raybould.Eco.GM.crops.risk.assessment.2007.pdf 

*****************""*********************~"************** 
Annabel Waggoner, Environmental Protection Specialist 
U.S. Environmental Protection Agency 
Office of Pesticide Programs 
Biopesticides and Pollution Prevention Division 
Microbial Pesticide Branch 
(703) 308-0340 
waggoner.annabel@epamail.epa.gov 

Mailing Address: 
OPP/ Biopesticides and Pollution Prevention Division Mailcode: 7511 P 
U.S. EPA 
1200 Pennsylvania Avenue NW 
Washington DC 20460 
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To Susanne Cerrelli/DC/USEPNUS@EPA 

ee 

bee 

Subject Edits and Additions to MON 89034 and MON 89034 X MON 
88017 
PA Letter 

Susanne, 

Thanks for sending the initial draft. I made some edits and additions. I combined the 2 PA 
letters into-one, used the PA letterfonnat, and tried to use track changes. We need to check 
with Alan re: sweet corn requirements and monitoring for fall annywonn. The edited letter is 
attached FYI. I have also provided a link to the 2001 reassessment. You can find sweet com 
requirements there under the IRM section, 
http:l/www .epa. gov/oppbppd 1/biopesticides/pips/bt_ brad .htm. 

Mike Mendelsohn 
Senior Regula_tory Specialist 
Office of Pesticide Programs/ Biopesticides and Pollution 
Prevention Division (75t1P) 

U.S. Environmental Protection Agency 
1200 Pennsylvania Avenue NW 
Washington DC 20460 
(703) 308-8715 
(703) 308-7026 (fax) 
http:l/www .epa .gov/pestici des/biopesticides 

~ 
4PA432008.doc 



Devenchi 
Arnold/DC/USEPA/US 

02/13/2008 10:04 AM 

To Susanne Cerrelli/DC!USEPA/US@EPA 

ee 

bee 

Subject FOIA Request RIN-0616-08 

Hey Susanne, the DERs that I need are for MRID numbers469513-04, -05, -06, 469514-13, 
-14 and -30. I have check Reg.gov and noticed that the studies are listed on there so 
releasing these DERs will not be a problem. Thanks a lot for any help you can provide with 
getting these. If there are any questions please feel free to contact me. 

DeVenchi P. Amold 
Information Management Specialist 
OPP/ITRMDiPIRIB (7502-P) 
U.S. Environmental Protection Agency 
Washington, D.C. 20460 
(703)305-5698 
Fax: 703-305-5480 

Visit OPP's new FOIA Website: http://www.epa.gov/pesticides/foia/ 



"SCHNEIDER, 
RUSSELL P [AG/1920]" 
<russell.p.schneider@m 
onsanto.com> 

01123/2008 01:13PM 

To Susanne CerreHiiDCIUSEPA/US@EPA, Mike 
MendelsohniDC/USEPA/US@EPA 

ee 

bee 

Subject Slides for EPA on MON 89034 

Please see attached the slides we used for our recent meeting. Also, based on our 
conversation, please accept this letter as Monsanto's desire to accept the registration of 
MON 89034 with a 20% refuge in all corn growing areas. We are excited to move this 
product along, and look forward to the pre-acceptance letter as soon as the Public Interest 
Document review is comple1ed. 

Please let me know if you need further clarification. 

Russ 

<<MON-EPA meeting Jan 10-2008.pdf>> 

This e-mail message may contain privileged and/or confidential information, and is intended 
to be received only by persons entitled to receive such information. It you have received this 
e-mail in error, please notify the sender immediately. Please delete it and all attachments 
from any servers, hard drives or any other media. Other use of this e-mail by you is strictly 
prohibited. 

All e-mails and attachments sent and received are subject to monitoring, reading and 
archival by Monsanto, including its subsidiaries. The recipient of this e-mail is solely 
responsible for checking for the presence of "Viruses~ or other "MaJware". Monsanto, along 
with its subsidiaries, accepts no liability tor any damage caused by any such code 

om 
transmitted by or accompanying this e-mail or any attachment. MON·EPA meeting Jan 10·2008.pdf 



EPA Registration File No. 524-576 Vol. # 1. 

Page __ _ is not included in this copy. 

Pages ____,1'-'5'-'3'----- through 157 are not included in this copy. 

The material not included contains the following type of 
information: 

Identity of product inert ingredients. 

Identity of product impurities. 

Description of the product manufacturing process. 

Description of quality control procedures. 

Identity of the source of product ingredients. 

Sales or other commercial/financial information. 

A draft product label. 

The product confidential statement of formula. 

Information about a pending registration action. 

FIFRA registration data. 

The document is a duplicate of page(s) 

The document is not responsive to the request. 

Internal deliberative information. 

Attorney-client communication. 

X Claimed confidential by submitter upon submission to the 
Agency. 

Third party confidential business information. 

The information not included is generally considered confidential 
by product registrants. If you have any questions, please contact 
the individual who prepared the response to your request. 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

OPP Decision Numbers: 

Yang Gao 
Regulatory Affairs Manager 
Monsanto Company 
1300 I Street, NW 
Suite 450 East 

' Washington, DC 20005 

Dear Dr. Gao: 

DEC 1 9 2007 

D-37t189 
D-371190 

Subject: MON89034 x MON 88017 (Cry1A.105, Cry2Ab2 and Cry3Bb1) Corn and 
MON89034 (Cry1 A.1 05, and Cry2Ab2) Corn 
EPA Petition Numbers: 6F7142 and 6F7143 
EPA File Symbols: 524-LTA and 524-LTL 
Application Date: September 29, 2006 
EPA Receipt Date: September 29, 2006 

Your applications as submitted under the Pesticide Registration Improvement Act (PRIA) 
guaranteed you a regulatory decision for this action category (681 twice) by June 10, 2008. 

Our review of your public interest document is ongoing. Provided that we are able to 
determine the registration of these products would be in the public interest, that you make the 
following changes to your proposed insect resistance management (lAM) refuges, and that you 
drop the proposed popcorn use, the Agency will be able to continue processing your 
applications. 

If you choose not to modify the IRM refuge proposals and drop the popcorn use, the 
applications will be deemed incomplete. Within seventy-five (75) days, please indicate whether 
you will modify the IRM refuges and drop the popcorn use, and submit in writing a commitment 
to perform the required data listed below. 

The Agency is requesting the following revisions to your proposed lAM refuges. Please 
consult the enclosed data evaluation records for detailed information. 

CONCURRENCES 

::::, : .J.i.!.l\, ........ -,i~\lt~:;·· .. 7,1i~Y1t ···1 S.L\ ~ ... ..................... ..................... ..................... .. );;..:······ 
DATE ~~~-· ·"ii/i"ikF·· ·¥£ri~o~· ···;·~i;q· 61 ····················· ····················· ····················· ·:!:_&. ... ········· 

EPA Form 1320-1A (1/90) PrinWd on Recyckd Paper OFFICIAL FILE COPY 

*U.S. Govomrnent Printing O.f!!ce.: 2005 :W6-89S (mac) 
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REVISED IRM REFUGES 

MON 89034 field corn uses jn the corn belt including the seoarate refuge tor 89034 x 
88017. 
(1) Pyramids can reduce the need for large refuges. Monsanto has proposed that a 5% 
structured refuge, rather than the current 20% structured refuge, be used with the field 
corn uses of MON 89034. However, Monsanto's data and modeling do not support a 
5% structured refuge for MON 89034 for field corn uses in the Corn Belt. A 20% 
structured refuge requirement for field corn uses of MON 89034 in the Corn Belt can be 
supported at the p·resent time. 

(2) MON 89034 field corn use in cotton-growing areas. A 20% non-Bt corn refuge for 
MON 89034 in the southern cotton-growing areas would be sufficient to manage the risk 
of resistance evolution to Bt corn and Bt cotton products assuming there is no cross­
resistance. Refer to sections (3) and (4) below. 

The following data deficiencies must be addressed post-registration to support a 
conditional registration with the above mentioned revised 20% non-Bt IRM refuges and no 
popcorn use sites. 

DATA REQUIRED POST-REGISTRATION WITH REVISED IRM REFUGES 

(1) For event MON 89034 corn and event MON 89034 x MON 88017 corn, an 
independent lab validation of the analytical method for the detection of Cry2Ab2 and/or 
Cry1A.105 is needed. 

(2) Freshwater aguatic invertebrates for MON 89034 (MRID 469514-17) 
The Daphnia magna study is unacceptable because the 48 hour test duration is not 
sufficient to show mortality for Bt toxins. It takes more than 48 hours for the target pests 
to succumb to the Cry proteins therefore 48 hours is also too short to show mortality to 
Daphnia. A 21 day daphnia study, as outlined in the OPPTS Microbial Test Guidelines, 
needs to be performed. The study may be submitted as a condition of registration. 

(3) Monsanto did not address the likelihood of cross-resistance of Cry1A.105, Cry1Ac, 
Cry1 Fa, proteins already in existing Bt corn and Bt cotton products, and what impact 
such cross-resistance would have on the durability of MON 89034. Monsanto must 
provide additional information on cross-resistance of Cry1 A.105 and Cry1 Fa and Cry1 Ac 
(preferably including binding site models and use of resistant colonies) for the target 
pests and determine how such cross-resistance may impact the durability of MON 
89034. The Cry1A.105 protein is a chimeric protein consisting of Domains I and II and 
the C-terminus of Cry1Ac and Domain Ill of Cry1Fa. It is important to address not only 
the likelihood of cross-resistance potential of Cry1A.105 and Cry1Ab and, similarly, 
Cry1A.105 and Cry2Ab2 (which was done by Monsanto), but also that of Cry1A.105 and 
Cry1Ac and Cry1Fa. 

(4) Monsanto did not sufficiently address the cross-resistance of Cry1A.105, Cry1Fa, 
and Cry1Ac in the cotton-growing landscape and how cross-resistance may impact the 
durability of MON 89034. Should cross-resistance be of concern then the durability of 



3 

MON 89034 in the southern cotton-growing areas might be compromised. Monsanto 
needs to address this issue in subsequent simulation modeling. 

(5) Monsanto is reminded that to support the sweet corn use site, a grower guide must 
be distributed to an customers using seed containing the plan-incorporated protectant 
that will include instructions and recommendations regarding product use, insect 
resistance management and integrated pest management. The following information 
regarding commercial productions must be included in the Grower guide: 

• Crop destruction must occur no later than 30 days following harvest, but 
preferably within 14 days. 

• The allowed crop destruction methods are rotary mowing, discing, or plow-down. 
Crop-destruction methods should destroy any surviving resistant insects. 

If Monsanto chooses to register their products with a 5% structured refuge the following 
additional data are required. 

DATA REQUIRED TO SUPPORT MON 89034 FIELD CORN USES IN THE CORN 
BELT WITH A 5% STRUCTURED REFUGE: 

Monsanto must address the uncertainties in the dose determination for ECB, SWCB, 
CEW, FAW (SS and RS mortality), cross-resistance likelihood of CrytA. t05, Cry1Ac, 
and Cry1 Fa and its impact on the durability of MON 89034, and limitations of the 
simulation modeling. Please also refer to the enclosed review for a full discussion of 
BPPD's analysis of the IRM plan for MON 89034. 

a) Dose determination. Monsanto relies on the Roush (1998) model to support the 
need for a 5% structured refuge rather than a 20% structured refuge in the Corn Belt. 
Roush's model (1998; Figure 2) indicates that a 5% structured refuge is equal to or 
greater than a 20% structured refuge for a highly effective, high dose single-gene 
product when a two-gene product (MON 89034 in this case) achieves at least 95% 
control of susceptible homozygotes and 70% control of heterozygotes assuming there is 
no cross-resistance. The dose information provided by Monsanto is not sufficient to 
demonstrate that each protein will kill 95% of the homozygous susceptible insects and 
70% of the heterozygotes. BPPD recommends that Monsanto further investigate 
whether MON 89034 consistently has high mortality of susceptible homozygotes (>95%) 
and whether the heterozygote mortality is at least 70% for MON 89034 against the target 
pests (for the Corn Belt- ECB and SWCB). The t998 SAP suggested several ways to 
estimate mortality for less susceptible larvae (i.e. heterozygotes) (EPA 1998). These 
techniques included testing larger, later instar larvae that may be less susceptible. 

b) Cross Resistance. Additional information is needed on cross-resistance of 
CrytA.105 and CrytFa and Cry1Ac (including binding site models and use of resistant 
colonies) for the target pests and a determination of how such cross-resistance may 
impact the durability of MON 89034. The Cry tA.105 protein is a chimeric protein 
consisting of Domains I and II and the C-terminus of Cry1Ac and Domain Ill of CrytFa. It 
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is important to address not only the likelihood of cross-resistance potential of Cry1A.1 05 
and Cry1Ab and, similarly, Cry1A.105 and Cry2Ab2 (which was done by Monsanto), but 
also that of Cry1A.105 and Cry1Ac and Cry1 Fa. 

c) Modeling. Additional species-specific (e.g, ECB and SWCB for the Corn Be~). 
spatially-explicit, landscape modeling is needed to explore the durability of MON 89034 
versus single-protein Bt corn products. Modeling should consider the impact of other Bt 
proteins in the landscape that may confer some cross-resistance (to Cry1A.105, in 
particular) and how such cross-resistance would impact the durability of MON 89034 in 
the Corn Belt (i.e., the use of simulation modeling). This is analogous to the species­
specific simulation modeling that EPA required Monsanto do to support the use of 
natural refuge (instead of a structured refuge) for management of H. virescens and H. 
zea to the Cry1 Ac and Cry2Ab2 proteins expressed in Bollgard II cotton. 

If you do not modify your refuge proposals as described above, the application will be 
deemed deficient. 

Pursuant to 40 CFR 152.105, you are allowed 75 days from the date of this letter to 
provide a response concerning the deficiencies listed in this letter. Your response may include 
making corrections or additions to complete the application, or notifying the Agency of the date 
on which you expect to complete the application, or withdrawing your application. If you do not 
respond to this letter within 75 days or if you respond with a date on which you expect to 
complete the application but fail to meet that scheduled date, the Agency will treat the 
application as if you had withdrawn it. Withdrawal concludes the Agency's review of your 
application. Any subsequent submission of the same application must then be submitted as a 
new application with a new deadline for responding and subject to a new registration service 
fee. 

Based on the content and timing of your response, the PRIA date for these applications 
may need to be renegotiatied. Please contact Susanne Cerrelli of my staff at (703) 308~8077 
should you have any questions or wish to schedule a meeting. 

Sincerely, 

heryl Re y, hief j 
Microbial Pesticides Branch 
Biopesticides and Pollution 
Prevention Division (7511 P) 



"GAO, YONG 
[AG/10001" 
<yong.gao@monsanzo. 
com> 

121171200710:00 AM 

Dear Susanne, 

To Susanne Cerrelli/DC/USEPA/US@EPA 

cc Mike Mendelsohn/DC/USEPAIUS@EPA, "SCHNEIDER, 
RUSSELL P [AGI1920r' <""@epamail.epa.gov> 

boo 

Subject RE: New regulatory contact for Monsanto's MON 89034 corn 

I have talked to Russ who prefers that the letter should be directed to my 
attention at lrfonsanto's DC office address which L:;: 

Yong Gao 
Regulatory Affairs _ll1anagcr 
Monsanto Company 
1300 I Street, N\V 
Suite 450 East 
Washington, DC 20005 
Phone: (202) 383-2866 
Fax: (202! 789-1748 

I am sure Russ has already contacted you on thiE. I am sending this note just 
as a confirmation and io iniroduce myself I am also attaching, below, my 
contact information in 8t Louis for your reference. !look forward to working 
with you on MON 89034 and potential other products in the future. 

Thank you. 

Yong 

Yong Gao, Ph.D. 

Regulatory Affair:; Manag:•:r 
Biotechnology 
Monsanto Company 
800 N. Lindbergh Blud, E3NB 
StLouis, Missouri 63167 
(314) 694-2943 (office) 
(314) 488-0971 (mobile) 
(314) 694-3080 (fax) 

yong.gao@nwnsanto.corn 
-----Original Message--·-··-
From: Cene!il. Suso-1 n re@epa mail.epa .gov 
[mailto:CerreiH.Susanne@epamail,,epa ,gov] 
Sent: Friday, December 14, 2007 12:49 PM 
To: BOGDANOVA, NATALIA N [AG/1000] 



Cc: Mendelsohn.Mike@epamail.epa.gov; SCHNEIDER, RUSSELL P [AG/1920]; GAO, 
YONG [AG/1000]; LAHt~Ai'l, LINDA K [AG/1000] 
Subject: Re; Nevr regulatory contact for IV!onsanto's MON 89034 corn 

Russ-
I received your latest email. 
We are in the process of writing a letter concerning EPA Reg no. S24- LTA 
and -LTL (MON89034 and MON 89034x 88017). What address and 
contact information, do you prefer that we use? Please clarify. 

Regards, 

Susanne Cerreli1 

Regulatory Action Leader 
Microbial Pesticides Branch 
Biopesticides Pollution Prevent1on Division (7511P) 

703-308-8077(w) 

-----"BOGDANOVA, NATALIA N [AG/1000]" 
<natalia.n.bogdanova@monsanto.com> wrote: ----­
To: Susanne Cerrelli/DC/USEPI\/US@EPA, Mike 
Mendelsohn/DC/USEPA/IJS@EPA 
From: "BOGDANOVA, NATALIA N [AG/1000]" 
<nata I ia. n. bogda nova@ monsanto. com> 
Date: 12/14/2007 12: 29P~" 
cc: "SCHNEIDER, RUSSELL P [AG/1920j" 
<russell.p.schneider@monsonto.<:om>, "GJ\0, YONG [AG/1000]" 
<yong.gao@monsanto.corn>, "I..AHMAN, LINDA K [AG/1000]" 
<I inda. k.lah man@ monsa ntc. com> 
Subject: New regulatory contact for Monsanto's !viON 89034 corn 

Dear Mil<e and Susanne, 

I would like to let you know that 1 have accepted a new role at Monsanto 
and will no longer be a contact person for f\•101-J 89034 corn. It was a 
pleasure working with you during the past several years and I wish you 
all the best. 

I would like to introduo:: to yOLJ Yang Gao who will be a regulatory lead 
for MON 89034 corn from now on. Yong is very familiar with this product 
as he lead regulatory submissions to USDA and multiple international 
agencies during past two years. Please, fn addition to Russ Schneider, 
contact him with any questions or information regarding MON 89034 at: 

E-mail: yong.gao@monsanto.com 
Tel: Office: (314) 694-2943; Mobile: (314) 488-0971. 

Warmest Holiday Wishes and Happy New Year! 

l 



Natalia 
Nato!io N. Bogdonova, D.V.M. 
Regu!otory Affairs Monoger 
Monsanto Company 
800 North lindbergh Blvd., 
St. loUIS, MO 63167 

Tel. (314) 694-3143 
FAX (314) 694-3080 

This e-mail message may contain privileged and/or confidential 
information, and is intended to be received only by persons entitled to 
receive: such information. If" you have received this e-mail in error, please 
notify the sender immediately. Please delete it and all attaci?ments from 
any servers, hard drives or any other media. Other use of this e-mail by 
you is strictly prohi!Jited. 

All e-maifs and attachments. sent and received are subject to monitoring, 
reading and archival by Monsanto, including its subsidiaries. The 
recipient of this e··.r"Jail is solely responsible tor checking for the presence 
of "Viruses" or other "Malware". Monsanto, along with Its subsidiaries, 
accepts no liability for ariy damage caused by any such code transmitted 
by or accompanying this e-mail or any attacliment. 

This e-mail message may contain privileged arw!or confidential information, and is intended 
to be received only by persons entirled to rece1ve such information. If you have received this 
e-mail in error, please notify the sender immediately. PleaSe delete it and all attachments 
from any se1vers, hard drives or any other media. Other use of this e-mail by you is strictly 
prohibitea. 

All e·mails and altac/Jments sG:,/1 and rece~ved are subject w man/loring, reading and 
archival by Monsan<o, inctudi(lg Jt:s :s·ubsio'iaries. The recipient of this e-mail is solely 
responsible for cfie::king for 1he presenco:: at 'Viruses" o· otner '1v1a/ware". Monsanto, along 
with its subsidiaries. accej;is '70 liabil;ty i"or arty damage caused by any such code 
transmitted by or accompanyi,lg this e-rnai! or any attachment. 



Susanne, 

"SCHNEIDER, 
RUSSELL P 
[AG/1920]" 
<russe!Lp,schnei 
der@monsanto.c 
om> 

12/t7/2007 09:00 
AM 

To Susanne Ceirel!i/OC/USEPAIUS@EPA 

cc 

bee 

Subject FW: New regulatory contact for Monsanto's MON 89034 
co:-n 

For whatever reason, I did not get this email, and fo~unately Linde_ Lahman forwarded it. 
The letter should be addressed to Dr. Yong Gao, using my address, Monsanto Company, 
1300 I St., NW, Suite 450E, Washington, DC 20005. Let me know when the letter is ready 
and I will pick it up. If after Wednes-day. pleast~ contact Ms. Kate Walker, 202/383-2846, and 
she will pick up the letter. 

Thanks, 

Russ 

-----Original Message-----· 
From: LAHMAN, LINDA K [AG/1000] 
Sent: r"londay, December 17, 2007 8:55 AI"! 
To: SCHNEIDER, RUSSELL P [AG/1920] 
Subject: FW: New regulatory contact for Monsanto's fVJOf\1 89034 corn 

-----original Messag.e-----
From: Cerrelli.Susanne@epamail.epa.gov [mailto:Cerrelli.Susanne@epamail.epa.gov] 
Sent: Friday, December 14, 2007 12:49 PM 
To: BOGDANOVA, NATALIA N [AG/1000] 
Cc: Mendelsohn.IVJike@epamail.epa.gov; SCHNEIDER, RUSSELL P [AG/1920]; GAO, YONG 
[AG/1000]; LAHMAN, LINOP, K [AG/!OOC] 
Subjec:t: Re: New regulatcr;t contac~ fe-r ~llonsanto's f''10N 89034 corn 

Russ-
I received your latest email. 
We are in the process of writing a letter concerning EPA. Reg no. 524- L T A and -L TL 
(MON89034 and MON 89034x 88017). What address and contact information, do you prefer 
that we use? Please clarify. 

Regards, 

Susanne Cerrelli 

Regulatory Action Leader 
Microbial Pesticides Branch 
Biopesticides Pollution Prevention Di,lision (7511 P) 

703-308-8077{w) 

-~~~~"BOGDANOVA, 1\JAT ALII\ N [AG/1000)" <natalia.n.bogdanova@monsanto.com> wrote: 



To: Susanne CerrelliiDC/USEPA'U.S@EP/-\, Mike Me:ld€1sahr:IDC/USEPNUS@EPA 
From: "BOGDANOVA, N.li.TJ\L!.A N {AGI1CCOJ" <natalia.n.bogdanova@monsanto.com> 
Date: 12/14/2007 12:29P!vl 
cc: "SCHNEIDER, RUSSELL·P {.f\G/1 9201" <russell.p.sc•.-,r~<'~ider@rnonsanto.com>, "GAO, 
YONG [AG/1000J" <yong.gao@monsan-:o.con-,>, '':..A.I-IM/.\N, LINO.P. K [AG/1000]" 
<linda.k.lahman@monsanl.o.com> 
Subject: New regulatory coiltacl for Mo:!Sr~nto's ~~0~~ 8902-1 corn 

Dear Mike and Susanne, 

I would like to let you know that I have accepted a new roh~ at Monsanto and will no longer 
be a contact person for MON 89034 corn. It was a pleasUie working with you during the 
past several years and I wish you all The best 

I would like to introduce to you Yang Gao who will be a regulatory lead for MON 89034 corn 
from now on. Yong is very familiar with tl1is product as he lead .-egulatory submissions to 
USDA and multiple international agencies during past two years. Please, in addition to 
Russ Schneider, contact him with any questions or information regarding MON 89034 at: 

E~mail: yong.gao@monsanto.com 
Tel: Office: (314) 694-2943; Mobile: (314) 488-0971. 

Warmest Holiday Wishes and t-lappy New Year! 

Natalia 
Natalia N. Bogdanova, D.V.M. 
Regulatory Affairs Manager 
Monsanto Company 
800 North Lindbergh Blvd .. 
St. Louis, MO 63167 

Tel. (314) 694-3143 
FAX (314) 694-3080 

This e~mai/ message may contain privileged and/or confidential intonnation, and is intended 
to be received only by persons entitled to receive such information If you have received this 
e-mail in error, please notify th-'3 sender irr>mediately. Please c/e!ete it and all attachments 
from any servers, hard ddves or any other media. Other use of this e--mail by you is str/cUy 
prohibited. 

All e~malls and attachments sent and received are subject to monitoring, reading and 
archival by Monsanto, including its subsidiaries. The recipi.'3nt of this e-mail is so/ely 
responsible tor checking for the presence of "Viruses" or other 'n1a/ware': Monsanto, along 
with its subsidiaties, accepts no liability tor any damage caused by any such code 
transmitted by or accompanying this e-mail or any attachment 

Thfs e-mail message may contain priviieged an<.t/or confidential information, and is intended 
to be received only by persons entitled to receive such information. If you have received this 
e-mail in error, please notify the sender immediately. Please delete it and all attachments 
from any servers, hard drives or any other media. Other use of this e-mail by you is strictly 
prohfbfted. 

) 
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At! e-maifs and attachments sent and received are subject to monitoring, reading and 
archival by Monsanto, including its subsidiaries. The recipient of this e-mail is solely 
responsible tor checking tor the presence of "Viruses" or other "Malware". Monsanto, along 
with its subsidiaries, accepts no fiabitity for any damage caused by any such code 
transmitted by or accompanying this e-mail or any attachment. 



Natalia N. Bogdanova, D.V.M. 
Regult!tory Affairs Manager 
(314) 694-3143 

MONSANTO 
imagine 

November 12, 2007 

Document Processing Desk (PETN) 
Office of Pesticide Programs (7504C) 
U.S. Environmental Protection Agency 
One Potomac Yard 
2777 S. Crystal Drive 
Arlington, VA 22202-4501 

Attn: Dr. Sheryl Reilly, Team Leader 92 

MONSAUTO COMPMIY 

Boo NORTH LINDaERGK 8!.V0 

ST.lOUIS, MISSOURI 63167 

http:/ /www.mons~nto.com 

Subject; Public Interest Document Supporting Registration of Bacillus thuringiensis 
CrylA.105, Cry2Ab2 and Cry3Bbl Proteins and the Genetic Material 
Necessary for Their Production in Insect-protected Com MON 89034 and 
MON 89034 x MON 88017 (EPA Files 5Y4-LTL and 524-LTA) 

'-;t_ 

Dear Dr. Reilly: 

On September 28, 2006 Monsanto submitted an application to register Bacillus 
thuringiensis CryiA.I05, Cry2Ab2 and Cry3Bbl proteins and the genetic material 
necessary for their production in insect-protected corn MON 89034 and MON 89034 x 
MON 88017 (EPA Files 5'*'-LTL and 524-LTA). On October 17, 2007 the Agency 
suggested that Monsanto sb.&iid provide a Public Interest Docwnent that would outline 
benefits of the products. We do so with the belief that because no new data required for 
registration is being submitted, the current PRIA date will not be impacted. 

This submission contains administrative materials and a Public Interest Document for 
MON 89034 and MON 89034 x MON 88017. These documents have been classified as 
"A"- non- confidential documents that can be released to the public. 

Should you require any additional information regarding this submission please feel free 
to contact Dr. Russell Schneider in our Washington office (202-383-2866) or me directly 
(314-694-3143). 

Sincerely, 

Natalia N. Bogdanova, D.V.M. 

cc: Mike Mendelsohn, EPA/OPP/BPPD 
Russ Schneider, Monsanto 
Monsanto Regulatory Archives 

472797.0, 



LIST OF SUBMITTED DOCUMENTS 

Volume 1. Administrative Materials for the Submission of the Public Interest Document 
Supporting Registration of Bacillus thuringiensis Cry I A. I 05, Cry2Ab2 and 
Cry3Bbl Proteins and the Genetic Material Necessary for Their Production in 
Insect-protected ComMON 89034 and MON 89034 x MON 880!7 (EPA 
Files 524-LTL and 524-LTA) 

MRID Number _____________ _ 

Volume 2. Public Interest Document Supporting Registration of Bacillus thuringiensis 
CrylA.l05, Cry2Ab2 and Cry3Bbl Proteins and the Genetic Material 
Necessary for Their Production in Insect-protected ComMON 89034 and 
MON 89034 x MON 88017 (EPA Files 514-LTL and 524-LTA) 

MRID Number ____ 4c.7c.:2:..7_97_0_1 _______ _ 

Company Official: 
Natalia N Bogdanovcl, D.V.M. 
Regulatory Affairs Manager 
(314) 694-3143 

Company Name: Monsanto Company 

Company Contact: Russell P. Schneider, Ph.D. 
Senior Director, Regulatory Affairs 
(202) 383-2866 

November 12. 2007 
Date 



Please read instrucffons on reverse before completing form. Form Approved. OMS No. 2070-0060. Ap~ovat Expires 2-28-95 

~ 
Registration OPP Identifier 

&EPA 
United States Number 

Environmental Protection Agency Amendment 

' Washington, DC 20460 0 Other 

Application for Pesticide- Section I 
1. CompanyiProduct Number 2. EPA Product Manager 3. P10posed Classification 

File Symboi524-LTL and 524-LTA Sheryl Reilly 
Company1P1oduct (Name) PM# I X I None 0 Restricted 

MON 89034 and MON 89034 x MON 88017 92 
5. Name and Address of Appticant (Include ZIP Code) 6. Expedited Review. tn accordance with FtFRA Section 3(c)(3)(8){i), my 

Monsanto Company product is similar or identical in composition and labeling to: 

1300 I (Eye) Street, N.W., Suite 450 East EPA Reg. No. 

Washington, DC 20005 
Product Name 

D Check if this is a new address 

Section -II 

D Amendmenl- Explain below. D Final printed labels in response to 
Agency letter dated 

D Resubmission in response to Agency letter dated D "Me Too· Application. 

'J NoHfication- Explain below . ~ Other- Explain below. 

• planation: Use additional page(s) if necessary. (For Section I and Section II.) 

Submission of the Public Interest Document Supporting Registration oflnsect-protected ComMON 89034 and MON 89034 x 
MON 88017 (EPA File 524-LTL and 524-LTAl. :, , , ; , 

Section - Ill ' -1. Material This Product Witt Be Packa ed In: ' > , , •• 

r"i,ild-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type ot Container .. " .. ~ 
·:DYes· DYes Dyes 

0 Metal , ' ' ' ' , , , 
0 Plastic 

' , , , ' ' 
0No ONo ONo ' ·~·~~~ 

0 Glass ' 
, 

' ' H 

' ' ' * Certification must lf"Yes" No. per lf"Yes" No. per 0 Paper " " . ~ , ~ ~ 
' -be submrtted Unit Packaging wgt. Container Package wgt. Container 0 Other 

' , . ~ ~. 
" , ~ , 

I !Soeoffy) ' ' ' ' 
3. Location of Net Contents Information 4. Size(s) Retail Container 5. Location of Label Di;edion£> 

0 On Label ' , 

0 "'''' 0 Container " D On Labeling accompanying product 

Janner in Which Label is Affixed to Product 0 LHhograph 0 Other 

0 Paper glued 

0 Stenciled 

Section -IV 
1. Contact Point Com Jete items direct/ below for k:fenlfficatfon of individual to be contacted, if necessal}', to rocess this a plication. 

Name Title I Telephone No. (Include Area Code) 

Russell P. Schneider Senior Director, Regulatory Affairs (202) 3 83-2866 
Certification 6. Date Application 

I certify !hat the statements 1 have made on this form and all attachmenls lherelo are true, accurate and complele. Received 
1 acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or 
both under applicable law. (Stamped) 

2. Signature 3. Title 

A~· ,t.-:r:-::-:--;:/ 4,./:?-c::,.....::r'~--:::;'-·- Regulatory Affairs Manager 
"' "~· . / . -

4. Typed Name 5. Date 

Natalia N. Bogdanova TeL (314)694-3143 November 12,2007 

EPA Fonn 8570-1 (Rev. 3·94) Prev1ous editions are obsolete. 
. . 

Wh1te- EPA File Copy (ongmal) Yellow. Applicant Copy 

Monsanto Company 06-CR-172-5 Page 3 of6 



MONSANTO~-
VOLUME I 

Administrative Materials for the Submission of the Public Interest Document Supporting 
Registration of Bacillus thuringiensis CrylA.105, Cry2Ab2 and Cry3Bbl Proteins and the 
Genetic Material Necessary for Their Production ininsect-protected ComMON 89034 and 

MON 89034 x MON 88017 (EPA Files 524-LTL and 524-LTA) 

Monsanto Company 

AUTHOR 

Natalia N. Bogdanova, D.V.M. 
Regulatory Affairs Manager 

SUBMISSION DATE 

November 12, 2007 

SUBMITTING REGISTRANT 

Monsanto Company 
1300 I (Eye) Street, NW 

Suite 450 East 
Washington, DC 20005 

MONSANTO REFERENCE No. 

06-CR-172-5 

06-CR-172-5 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S. W. 

WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 1.25 hours per response for 
registration and 0.25 hours per response for reregistration and special review activities, including lime for reading the instructions and completing the 
necessary forms. Send comments regarding burden estimate or any other aspect of this collection of information, including suggestions for reducing the 
burden to Director, OPPE Information Management Oivision (2137), U.S. Environmental Protection Agency, 40t M Street, S.W., Washington DC. 20460. 
Do not send the completed form to this address. 

Certification with Respect to Citation of Data 
Applicant's/Registran!'s Name, Address, and Telephone Number: 

Monsanto Company, 1300 I (Eye) Street, N.W., Washington, DC 2005 (202) 383-2866 

Active Ingredient(s) and/or represenlative lest compound(s): Bt Cry lA. I05, Cry2Ab2 and 
CJy3Bbi proteins and the genelic material (vectors ZMIR245 and ZM1R39) necessary for their 

I production in MON 89034 and MON 89034 x MON 88017 

General Use Pattern(s) (list all those claimed for this product using 40 CFR Part 158: 

Terrestrial field crop 

EPA Registration Number I File Symbol: 

524~LTL and 524-LTA 
Date·. 

November 12,2007 

Product Name: 

MON 89034 and 

MON 89034 x MON 88017 

NOTE: If your product is a 100% repackaging of another purchased EPA-registered product labeled for all the same uses on your label, you do not 
heed to submit this form. You must submit1he Formulator's Exemption Statement (EPA Form 8570-27). 

D I am responding to a Data-Call-in Notice, and have included with this form a list of companies sent offers of compensation (the Data Matrix form 
should be used for this purpose). 0 • ,.,,,, 

Section 1: METHOD OF DATA SUPPORT (Check one method only) 
1~----------~~~~~~~~~~~~~~~~~L_~------~ 

I am using the cite-all method of support, and have included with I am using lhe selective method of suppo1} \Or "eM-all option under 

D this form a list of companies sent offers of compensation (the K7l the selective method), and have included with !his form a~~ , ~ ~ 

Data Matrix Form should be used for this purpose). 161 completed list of data requirements (the Data Matrix forrr:•mu::R be 
used). ;,,,;, • • 

' ' ~~--~~~~~~~~~~S~e~c~ti~o~n~II~:~G~E~N~E~R~A~L~O~F~F~ER~T~O~P~A~Y~--~----~·-~·,~·~~~·7,~ 
D 

[Required if using the cite-all method or when using the cite-all option under the selective method to satisfy one or more daia WquiremMtSf > * 
> ~~·~~ I hereby offer and agree to pay compensation, to other persons, with regard to the approval of this application, to the extent required by FlFRA. 

lf-~~~~~~--~~~~~~~~~~~-c.:~cc=-~~oo~~~~~;ccc~~~~~~~~~--~--~~~----~ 
Section Ill: CERTIFICATION "" 

I certify that this application for registration, this form for reregistration, or this Data-Call-In response is supported by all Bal:'d ryu~itted or cited in 
the application for registration, the form for registration, or the Data-Call-In response. In addition, if the cite-all option or cite-all option illider the selective 
method is indicated in Section 1, this application is supported by all data in the Agency's files that (1) concern the properties or effects of this product or 
an identical or substantially similar product, one or more of the ingredients in this product; and (2) is a type of data that would be required to be submitted 

.'under the data requirements in effect on the dale of approval of this application if the application sought the initial registration of a product of identical or 
similar composftion and uses. 

I certify that for each exclusive use study cited in support of this registration or reregistration, that I am the original data submitter or that I have 
obtained the written permission of the original data submitter to cite that study. 

I certify that for each study cited in support of this registration or reregistration that is not an exclusive use study, either: (a) I am the original data 
submitter; (b) I have obtained the permission of the original data submitter to use the study in support of this application; (c) all periods of eligibility for 
compensation have expired for the study; (d) the study is in the public literature; (e) I have notified in writing the company that submitted the study and 
have offered (i) to pay compensation to the extent required by sections 3(c)(t)(F) and/or 3(c)(2)(8) of FIFRA; and (ii) to commence negotiations to 
determine the amount and terms of compensation, if any, to be paid for the use of the study. 

IL 

I certify that in all instances where an offet of compensation is required, copies of all offers to pay compensation and evidence of their delivery in 
accordance with sections 3(c)(1 )(F) and/or 3(c)(2)(8) of FIFRA are available and will be sub milled to the Agency upon request Should I fail to produce 
such evidence to the Agency upon request, I understand that the Agency may initiate action to deny, cancel or suspend the registration of my product in 
conformity with FIFRA. 

1 certify that the statements I have made on this form and all attachments to it are true, accurate, and complete. 1 acknowledge that any 
knowingly false of misleading statement may be punishable by fine or imprisonment of both under the applicable law. 

Signature Date 

November 12, 2007 

EPA Form 8570-34 (g-97) Electronic and Paper Versions available. Submit only Paper version. 

Monsanto Company 06-CR-172-5 

Typed or Printed Name and Tftle 

Natalia N. Bogdanova, D.V.M. 
Reo-uJatorv Affairs Manager 

(r7f,:,) 
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&EPA 
Form Approved OMS No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice; The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activiUes and 0.25 !tours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden esUmate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W., Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 
Date: November 12, 2007 EPA Reg. No./File Symbol: 524~LTL and 524~LTA __I_Page toft 

Applicant's/Registrant's Name & Address: 
Monsanto Company, 1300 I (Eve) Street, N.W., Suite 450 East, Washington, D.C. 20005 Product: MON 89034 and MON 89034 x MON 88017 
Ingredient Bacillus tlmringirmsis CryiA.105, Cry2Ab2, and Cry3Bbl and the genetic material necessary for its production (vectors ZMIR245 and ZMIR39) in MON 89034 and MON 
88017 

Guideline Reference Number Guideline Studv Name MRID Number 
Volume I. Administrative Materials for the 
Submission of the Public Interest Document 
Supporting Registration of Bacillus t!IUriugiensis 
Cry1A.i05, Cry2Ab2 and Cry3Bbi Proteins and 
the Genetic Material Necessary for Their 
Production in Insect-protected ComMON 89034 
and MON 89034 x MON 88017 (EPA Files 524-
LTL and 524-LTA) 

Volume 2. Public Interest Document Supporting 
Registration of Bacilhrs tlmringiensis Cry! A. I 05, 
Cry2Ab2 and Cry3Bbl Proteins and the Genetic 
Material Necessary for TI1eir Productiou in In'scct-
protected Com MON 89034 and MON 89034 x 
MON 88017 {EPA Files 514-LTL and 524-LTA) 

Signalnre 
(>_.- (' . ::::J<- ,-_.-_; 'r>:~ / ."""--

EPA Form 8570-35 (9-97) Electronic and Paper vers1ons aV::J.IIa_t:Je. Subrrt\t on~yJ~aper ~CrGIO::J." ~ 

® Monsanto Company 

~~--

06-CR-172-5:~: 
~ ~ 

" 

~ 

"" " 
"~~ 

Submitter Status Note 

Monsanto CompanY OWN This S11bmission 

Monsanlo Company OWN This Submission 

Name and Title Date 
Natalia N. Bogdanova, D.V.M. November 12, 2007 
Regulatory Affairs Manager 

Agency Internal Use Copy 

Page 5 of6 



&EPA 

Signature 
/ 

® Mon'"nto Compony 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S. W. 

D.C. 20460 
is estimated to average 0.25 hours per response tor registration activities and 0.25 hours per 

reading the instruclions and completing the necessary forms. Send comments regarding the burden estimate or any 
the burden to: Director, OPPE lnfonnation Management Division (2137}, U.S. Environmental Protection Agency, 

'/' '·:-" ,// ,.~·-''"''-

~¥ ~ 

06-CR-172-S::w: 
" . 
• • • 

• . . 
• 

""' 

"" ~ 

Name and Title 
Natalia N. Bogdanova, D.V.M. 
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"BOGDANOVA, 
NATALIA N {AGI1000t 
<natalia.n.bogdanova@ 
monsanto.com> 

10/26/2007 11:12 AM 

Dear Susanne, 

To Susanne Cerrelli/DC/USEPA/US@EPA, "SCHNEIDER, 
RUSSELL P [AG/1920]" 
<russell.p.schneider@monsanto.com> 

cc Mike Mendelsolin/DC/USEPA/US@EPA, "LAHMAN, LINDA 
K [AG/1000]" <linda.k.lahman@monsanto.com> 

bee 

Subject RE: MON 89034 and MON 89034 xMON88017 EPA Reg. 
No. 524wLTA and 524wLTL 

Thank you for the update. The independent lab validation of the 
protein-based analytical method to detect Cry2Ab2 protein, which is 
specific for MON 89304 corn, is scheduled for completion for single 
seed 
and leaf by December 2008 and for grain- by February 2009. 

Public interest document for MON 89034 and MON 89034 x MON88017 will 
be 
available in November. 

Please, confirm that these timeframes do not affect PRIA date of 
June 
10, 2008. 

Thank you. 

Natalia 

Natalia N. Bogdanova, D.V.M. 
Regulatory Affairs Manager 
Monsanto Company 
800 North Lindbergh Blvd., 
St. Louis, MO 63167 

Tel. (314J 694-3143 
FAX (314) 694-3080 

-----Original Message-----
From: Cerrelli.Susanne@epamail.epa.gov 
[mailto:Cerrelli.Susanne@epamail.epa.gov] 
Sent: Wednesday, October 17, 2007 2:12PM 
To: SCHNEIDER, RUSSELL P [AG/1920) 
Cc: BOGDANOVA, NATALIA N [AG/1000]; Mendelsohn.Mike@epamail.epa.gov 
Subject: MON 89034 and MON 89034 xMON88017 EPA Reg. No. 524-LTA and 
524-LTL 

Dear Russ Schneider and Natalia Bogdanova-

Mike mentioned that you were inquiring about the current status of 
the 
above 2 registrations. At this time the science reviews have not 
been 
finalized. We expect that by December 14,, 2007 all of the 
reviews 
will be completed and we will be able to give a definitive decision 



about whether a SAP is needed or not. 
determination has not been made about 
Advisory 

At this time a final 
the need for a Science 

Panel. 

In the interim, 
independent lab 
believe 

could you please advise us on the status 
vaildation of the Analytical methods?? I 

of the 
also 

it would be prudent to prepare 
document/ 

and submit a public interest 

benefits package in case we need to pursue conditional registrations 
of 
these products 

Please contact me if you have further questions concerning these 
products. 

Regards, 

susanne Cerrelli 

Regulatory Action Leader 
Microbial Pesticides Branch 
Biopesticides Pollution Prevention Division {7511P) 

703-308-8077 (w) 

This e-mail meSsage may contain privileged and/or confidential 
information, and is intended to be received only by persons entitled 
to receive such information. If you have received this e-mail in 
error, please notify the sender immediately. Please delete it and 
all attachments from any servers, hard drives or any other media. 
Other use of this e-mail by you is strictly prohibited. 

All e-mails and attachments sent and received are subject to 
monitoring, reading and archival by Monsanto, including its 
subsidiaries. The recipient of this e-mail· is solely responsible for 
checking for the presence of "Viruses" or other "Malware". Monsanto, 
along with its subsidiaries, accepts no liability for any damage 
caused by any such code transmitted by-or accompanying this e-mail 
or any attachment. 

) 

) 



Susanne 
Cerrelli/DC/USEPA/US 

10/17/2007 02:34PM 

To "SCHNEIDER, RUSSELL P [AG/1920]" 
<russell.p.schneider@monsanto.com> 

cc NATALIA N [AG/toOO] BOGDANOVA, Mike 
Mendelsohn/DC/USEPA/US 

bee 

Subject Re: FW: nomenclature question for MON 89034 

Dear Russ Schneider and Natalia Bogdanova-

Mike mentioned that you were inquiring about the current status of the above2 registrations. 
At this time the science reviews have not been finalized. We expect that by December 14, 
2007 all of the reviews will be completed and we will be able to give a definitive decision 
about whether a SAP is needed or not At this time a final determ'tnation has not been made 
about the need for a Science Advisory Panel. 

In the interim, could you please advise us on the status of the independent lab vaildation of 
the Analytical methods?? 
I also believe it would be prudent to prepare and submit a public interest document benefits 
package in case we need to pursue conditional registrations of these products. 

Please contact me if you have further questions concerning these products. 

Regards, 

Susanne Cerrelli 

Regulatory Action Leader 
Microbial Pesticides Branch 
Biopesticides Pollution Prevention Division (7511P) 

703-308-8077(w) 



Susanne, 

Rebecca 
Edefstein/DC/USEPA/U 
s 
t0/12/2007 03:58PM 

To Susanne Cerreffi/DC/USEPA/US@EPA 

cc John Kough/DC/USEPA/US@EPA, Mike 
Mendefsohn/DC/USEPA/US@EPA 

bee 

Subject Re: FYI~Fw: Re: Fw: GAO Study: Coordinated Framework 
for the Rea_ufation of Genetically Modified Agriculture 
(360B71).1liJ 

I have not given OGC the whole tolerance exemption package. I was only consulting with 
them on some language to address issues related to issuing the tolerance exemption for all 
crops. The way /left things with OGC was that I was planning on finalizing my memo and 
then letting 1hem comment on the full tolerance exemption when you send it to them 

Regarding the analytical method issue, have Sheryl and Janet made 1he call that we don't 
need Monsanto to submit an independent lab validation? I see that Janet has now said that 
we don't need a separate method for Cry1A.1 05, but I just want to make sure I understand 
correctly about the independent lab validation. Does it depend on whether G/PSA has 
valida1ed the method or have they said we don't need it at all? 

Rebecca 
Susanne Cerrel/i/DC/USEPA/US 

Susanne 
Cerreffi/DC/USEPA/US 

10/12/2007 03:48 PM 

Rebecca~ More email! 

To Rebecca Edefstein/DC/USEPA/US@EPA 

cc John Kough/DCJUSEPA/US@EPA 

Subject FYI~Fw: Re: Fw: GAO Study: Coordinated Framework for 
the Regufati<;ln of Genetically Modified Agriculture {360871 ). 

Please let me know how OGC is responding to your requests.. They don't have the 
tolerance exemption package yet, or did you give them a copy? 
hope this helps ... 

Susanne Cerrelli 

Regulatory Action Leader 
Microbial Pesticides Branch 
Biopesticides Pollution Prevention Division (7511 P) 

703-308-8077(w) 

-~~~Forwarded by Susanne Cerrelli/DC/USEPA/US on 10/12/2007 03:44PM~~­

To: Mike Mendelsohn/DC/USEPA/US@EPA. cerrelli.susanne@epa.gov 
From: Sheryl Rei/ly/DC/USEPNUS 
Da1e: 10/12/2007 02:27PM 
cc: Alan Reynolds!DC/USEPAIUS@EPA 



Subject: Re: Fw: GAO Study: Coordinated Framework for the Regulation of Genetically 
Modified Agriculture (360871 ). 

Susanne & Mike, 

At the MPB General this a.m., I had an opportunity to talk with Janet and Mike McDavit 
about generic tolerances and also Man 89034 issues we discussed yesterday. 

As far as broad tolerance exemptions go, she says we can broaden tolerance exemptions 
only as far as the data can support a safety finding. So, for Vip3Aa, if the data only support 
the two we have, thafs all we can do and to further broaden the tolerance exemption we 
would have to amend the exemption as more come in. 

I also asked her about whether we could issue an unconditional for the Mon89034 product if 
we do not have an analytical method for both toxins. She said that it was not something we 
asked for initially so she thought it would be appropriate to do the conditional. Then I 
explained they did not submit a benefits package, which would be needed to do a Public 
Interest Determination for a conditional registration. I further explained that they would not 
have one trait without the other in the pending product She thought about this and said that 
we could do an unconditional registration, with a caveat that if the toxin that does not have 
the analytical method were ever to be used as a single trait then they would have to submit 
an analytical method for that toxin. 

From our conversation yesterday afternoon, it sounds like there are likely be data 
deficiencies that will not support the 5% refuge. I be~eve Sharlene has estimated that the 
IRM-review will be finished around Thanksgiving. Do I need to contact OGC to see how 
long they need to review the final rule? 

Sheryl K. Reilly, Ph.D. 
Chief, Microbial Pesticides Branch 
Biopesticides and Pollution Prevention Division 
Office of Pesticide Programs (7511P} 
U.S. Environmental Protection Agency 
reilly .sheryl@epa.gov 
703-308-8269 (phone) 
703-308-7026 (fax) 
Visit http:/lwww.epa.gov/pesticides 

) 

) 



11:3 
6 
AM 

DRAFT- PLEASE FEEL FREE TO COMMENT!! 

Mike- I hope I got Rebecca's issues right. Here are the points if you can 
get to talk to Janet Monday. 

Anticipate all secondary reviews will be complete by Nov 30, 2007. 

Current PRIA date- June 10, 2008 

The following issues were identified: 

1 ) Product characterization and human health data submitted on event 
MON 89034, Cry1 A.1 05, and Cry2Ab2 are sufficient to support the tal. 
exemption requests except that an analytical method for the detection of 
Cry1A.105 is needed. In addition, independent lab validations need to be 
submitted for the analytical detection methods for both Cry1 A.1 05 and 
Cry2Ab2. 

2) Rebecca and John have pretty much completed Product characterization 
and lox evaluations. They are experiencing difficulty getting OGC to 
approve FQPA language concerning broad tolerance exemption (Mike I'll 
forward email.) for all crops. 

3) As indicated in our Agency letter dated January, 17, 2007, the expression 
data are necessary for popcorn and sweet corn in order to perform the IRM 
assessment. We do not have sufficient information (expression and activity) 
to complete an IRM assessment for sweet corn. We have no information on 
popcorn. 

Our recommendation is that Monsanto withdraw both the sweet corn and 
popcorn uses until such information can be generated and submitted to EPA 
to support these uses. 

4) In addition, we do not have any document that would be used to make a 
Public Interest Finding should there be a conditional registration under 
3(c)7(C). It would be prudent for Monsanto to prepare and submit such 
information to expedite the registration of these products should it be 
determined that a conditional registration is necessary. 

5) At this time, the IRM review is not complete but it appears that the IRM 
data are insufficient to support a reduced (5%)refuge. We are 99% sure 



we don't need an SAP because the data are inadequate. Sharlene and 
Alan suggested that additional data would be required for 5% refuge but the 
product could be registered with the prior 20% refuge. 

Specific questions for Janet· 

A) B) Can Janet discuss broad tolerance exemption issue with OGC, and 
explain why BPPD pursuing broader exemptions? If not does she 
recommend that the tolerance piece be dealt with separate from the review 
so we can finalize the evaluation and notify Monsanto about analytical 
method needs?? 

C) If ':4)" is not a show stopper- Is the proposal ok to require additional 
IRM data for 5% refuge as a term or condition of registration but register the 
product with the prior 20% refuge. fwe pursue conditional registration, at· 
what point do we renegotiate because of lacking public interest document 
and deficiencies 

D) Is tt ok to go ahead and tell Monsanto to send the Public interest 
document in ASAP?? 

E) Additional Recommendations about reg. process/letters /extensions/ 
renegotiating dates?? 

Susanne Cerrelli 

Regulatory Action Leader 
Microbial Pesticides Branch 
Biopesticides Pollution Prevention Division (7511 P) 

703-308-8077(w) 

) 

) 



Mike 
Mendelsohn/DC/USEPA 
/US 

t0/12/2007 03:44 PM 

Rebecca and Susanne, 

To Rebecca Edelstein/DC/USEPA/US@EPA 

cc Susanne Cerrelli/DC/USEPA/US@EPA, Sheryl 
Reilly/DC/USEPA/US@EPA, John 
Kough/DC/USEPA/US@EPA, Alan 

bee 

Subject MON 89034 

Since Sheryl had an opportunity to discuss these issues with Janet at the MPB Genera~ I 
don't need to discuss on Monday. I suggest listing the ILVs as missing and finalizing the 
review, but indicating that G!PSA certification would fulfill the !LV requirement. We hav~ both 
had ILVs before registration and required them as conditions. Janet seems OK with 
registering with only the Cry2Ab2 method. We will probably need a discussion in the 
Cry1A.105 final rule that explains why the Cry2Ab2 method will work for MON 89034. 
Maybe we can discuss more Monday. Thanks. Have a great weekend. :~ V-rf.J.}.'?~ 

Mike Mendelsohn 
Senior Regulatory Specialist 
Office of Pesticide Programs/ Biopesticides and Pollution 
Prevention Division (7511 P) 

U.S. Environmental Protection Agency 
1200 Pennsylvania Avenue NW 
Washington DC 20460 
(703) 308-8715 
(703) 308-7026 (fax) 
http://www.epa.gov/pesticideslbiopestiddes 
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~~-~"Forwarded by Mike Mendelsohn/DCIUSEPA/US on 10/1212007 03:12PM~~~-

Sheryl 
Reil!y/DC/USEPA/US 

10/ t2/2007 02:27 PM 

Susanne & Mike, 

To Mike Mendelsohn/DC/USEPA/US@EPA, 
cerrelli.susanne@epa.gov 

cc Alan Reynolds/DC/USEPA/US@EPA 

Subject Re: Fw: GAO Study: Coordinated Framework for the 
Regulation of Genetically Modified Agriculture (36087 t).[@ 

At the MPB General this a.m., I had an opportunity to talk with Janet and Mike McDavit about 
_generic tolerances and also Man 89034 issues we discussed yesterday. 

As far as broad tolerance exemptions go, she says we can broaden tolerance exemptions 
only as far as the data can support a safety finding. So, for Vip3Aa, if the data only support 
the two we have, thafs all we can do and to further broaden the tolerance exemption we 
would have to amend the exemption as more come in. 

I also asked her about whether we could issue an unconditional for the Mon89034 product if 
we do not have an analytical method for both toxins. She said that it was not something we 
asked for initially so she thought it would be appropriate to do the conditional. Then I 
explained they did not submit a benefits package, which would be needed to do a Public 
Interest Determination for a conditional registration. I further explained that they would not 
have one trait without the other in the pending product She thought about this and said that 
we could do an uncondrtional registration, with a caveat that if the toxin that does not have 



the analytical method were ever to be used as a single trait then they would have to submil 
an analytical method for that toxin. 

From our conversation yesterday afternoon, it sounds like there are likely be data 
deficiencies that will not support the 5% refuge. I believe Sharlene has estimated that the 
IRM review will be finished around Thanksgiving. Do I need to contact OGC to see how long 
they need to review the final rule? 

Sheryl K. Reilly, Ph.D. 
Chief, Microbial Pesticides Branch 
Biopesticides and Pollution Prevention Division 
Office of Pesticide Programs (7511P) 
U.S. Environmental Protection Agency 
reilly .sheryl@epa.gov 
703-308-8269 (phone) 
703-308-7026 (fax) 
Visit http://www.epa.gov/pesticides 

) 

) 



Rebecca 
Edelstein/DC/USEPAIU 
s 
t0/12/2007 02:55 PM 

Mike and Susanne, 

To Susanne Cerrelli/DCIUSEPAIUS@EPA 

cc Mike Mendelsohn/DC/USEPA!US@EPA 

bee 

Subject Re: Discussion points for Mike's Monday Mtg. with Janet­
MON 89034 - EPA Reg. No 524-L T A and -L TL~ 

If the main thing you are g'oing to be discussing with Janet on Monday is the analytical 
detection method, I would also like to be there, ifthafs okay (I'm planning on being in the 
office on Monday anyway). It is strictly a policy call, but I want to make sure everyone is 
clear on what we have and don't have for this product And I want to make sure I find out 
what we need and when. I'm reviewing another product where we don't have an independent 
Jab validation of the analytical method, so I need to know if that's a requirement prior to 
registration or not. 

Thanks, 

Rebecca 
Susanne Cerrelli/DC/USEPA/US 

Rebecca-

Susanne 
Cerrelli/DC/USEPAIUS 

10/12/2007 02:42 PM 
To Rebecca Edelstein/DC/USEPAIUS@EPA 

cc Mike Mendelsohn/DC/USEPAIUS@EPA 

Subject Re: Discussion points for Mike's Monday Mtg. with Janet­
MON 89034- EPA Reg. No 524-LTA and -LTLIT£1 

! appreciate the clarifications and corrections/ 
Mike was going to try to get to see Janet before noon on Monday, as we were told that she 
win be gone the rest of next week. 

Rebecca Pardon my naivete. I thought there may be away to get around the absence of the 
CrylA.105 method if there was no risk concerns based on what is currently 

registered, and there is a commitment to submit the Cry1A.105 method in a timely 

fashion. 

I honestly don't know how to handle the gap. I am hoping Janet could tell us our 

options. 

so for A) below I suggest changing it to: 

A} Is the lack of a validated method- mean we can not even conditionally 
register the product, since it is needed to support tolerance exemption? or 
are there other options BPPD can consider? Is this a SHOW 
STOPPER?? 

Mike-
Do I need to set up this meeting for you and Janet or is it a regular weekly meeting you have 



with her@ pending stuff?? If you are setting it up do you mind cc;lng Rebecca and I? 

MThanks!! 

Susanne Cerrelli 

Regulatory Action Leader 
Microbial Pesticides Branch 
Biopesticides Pollution Prevention Division (7511 P) 

703-308-8077(w) 

-MRebecca Edelstein/DC/USEPA/US wrote: -M-M 

To: Susanne Cerre!li/DC/USEPA/US@EPA 
From: Rebecca Edelstein/DC/USEPA/US 
Date: 1 0112/2007 01:34PM 
cc: Alan Reynolds!DC/USEPNUS@EPA, John Kough/DC/USEPNUS@EPA, Mike 
Mendelsohn/DC/USEPA/US@EPA, Sharlene Matten/DC/USEPAJUS@EPA 
Subject: Re: Discussion points for Mike's Monday Mtg. with JanetM MON 89034- EPA Reg. 
No 524ML T A and -L TL 

Susanne, 

Just a few points of clarification ... We don't need the validated analytical detection method 
for safety, and it's not nonnally needed for tolerance exemptions. However, it has been 
BPPD's policy since Starlink to require a validated analytical detection method for the active 
ingredient in PIPs. So, it is a policy decision. I'm not sure I follow your suggestion to use 
the existing method in an interim period. 

Regarding the tolerance exemption for all crops, I think I have come up with a solution to 
address Keith's comments and have sent my proposal to him (and cc'd others). I asked him 
to let me know if he had any issues with my proposal, and I haven't heard back from him, so 
I'm hoping the issue is resolved. 

Also, when is this meeting? 

Rebecca 
Susanne Cerrelli/DC/USEPAIUS 

su, 
ann 
e 
Cer 
relli 
/DC 
IUS 
EP 
AIU 
s 

10/1 
2/20 
07 

To Mike Mendelsohn!DC/USEP NUS@EP A 

ccRebecca Edelstein!DC/USEP A/US@EP A, John 
Kough!DCIUSEP A!US@EP A, Alan 
Reynolds/DC/USEP AIUS@EPA, Sharlene 
Matten!DC/USEP A!US@EPA 

SubjectDiscussion points for Mike's Monday Mtg. with 
Janet- MON 89034- EPA Reg. No 524-LTA and 
-LTL 

) 

) 



Sharlene 
Matten/DC/USEPA/US 

1112012006 03:37PM 

Mike and Susanne --

To Mike Mendelsohn!DCIUSEPAIUS@EPA, Susanne 
Cerrelli/DC/USEPA/US@EPA 

cc: Alan Reynolds/OC!USEPAIUS@EPA, Tessa 
Milofsky/DC/USEPAIUS@EPA, Mika 
Hunter/DCIUSEPAIUS@EPA, Patricia 

boo 

Subject IRM and Benefits screening for MON 89034 and MON 89034 
X MON 880t7 

The IRM package for MON 89034 passes the initial screen. However, no one mentioned that 
the registration application includes sweet corn and popcorn. The IRM plan for sweet corn is 
for a non-structured refuge because of the cultural practices and growing season (shorter)-­
overwintering destruction methods. The IRM plan for popcorn is identical to that of field corn. 
I think I may have some questions about the modeling that was done, but that will come later. 

The IRM package for MON 89034 X MON 88017 is deficient. There is no bridging rationale 
provided. At a minimum, Monsanto must provide information about the dose of the stacked 
product vs. each single gene product and the expression of the stacked product vs each 
single gene product. 

There is no benefits package for either new active ingredien~ Cry1A.105 or Cry2Ab2, in corn. 
Every Bt corn PIP, with the exception of the NK Bt 11, was conditionally registered registered 
under 3(c)7(C) and therefore required the Agency to make a public interest finding based on 
a benefits assessment Therefore, Monsanto should provide a public interest document I 
expect there will be conditions of registration and these registrations will be time-limited. 

Sharlene 
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Calendar Entry 

Meeting 
!:8 Notify me G 
0 Mark Private -- 0 Pencil In 

i .. 

Subject !Teleconference Con:sultation concerning FR's and procedure 

When 

Invitees 

Show_ 

Status 
_Summary 

Details 

•(j) i_l 

]for stacks with "old' A Is 

~~~i Accepted 

Accepted 

'Accepted 
Mike Mendelsohn/DC/USE Accepted 

~' ==-:;:":;";:;:-:---:----,,...T,.n•<> 
;Scheduled Rooms 

i 

·c' :-:--c.,--:-:::------, f: .... TO<T11<0 
~Scheduled Resources 

Mike M. has some comments and questions concerning the email below addressing 
changes needed to a federal register notice concerning a PIP that is stacked with a 
previously registered pip (MON 89034x MON 88017). Chris requested that we 
specifically mention in the notice: a changed use pattern for the previously 
registered pip (MON 88017) when we announce the stacked pip in the FR. 
Mike M, mentioned that this issue has arisen before and was dealt with differendy by 
OPP in prior years. For OGC's covenience, I can teleconference you in to discuss the 
Issue, but you will need to print out the file below that has Chris's comments. I am not 
here Thursday June 21. Chris and Keith, please inform me what phone numbers you 

I 



*Attorney/Client Privilege information HAS BEEN REMOVED* 

prefer to be teleconferenced at for this Tuesday meeting_ 

THANKS!!! 

) 



Please read instructions on reverse before como!etina form. Fonn Aporoved. OMB No. 2070-0060. Aooroval Ex ires 2-28-95 

~ Registration 
OPP Identifier 

&EPA 
United States Number 

Environmental Protection Agency D Amendment 
washinglon, DC 20460 D Other 

Application for Pesticide - Section I 
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification 

File Symbol524-LTL and 524-LTA Sheryl Reilly 

Company/Product (Name) PM# I X I None 0 Restricted 
MON 89034 and MON 89034 x MON 88017 92 

5. Name and Address of Applicant (Include ZIP Code) 6. Expedited Review, In accordance with FIFRA Section 3(c)(3)(B){i), my 

Monsanto Company p1oduct is similar or identical in composition and labeling to: 

1300 I (Eye) Street, N.W., Suite 450 East EPA Reg. No. 

Washington, DC 20005 
Product Name 0 Check it this is a new address 

Section -II 

D Amendment- Explain below. D Final printed labels in response to 
Agency letter dated 

~ Resubmission in response to Agency letter dated D "Me Too" Application. 

L] Notification - Explain below. c>;J Other- Explain below. 

Explanation: Use additional page(s) it necessary. (For Section I and Section II.) 

Submission of supplemental information for MR.IDs 46951300, 46951302, 46951303, 46951400, 46951402, and 46951403 , 
to facilitate review of studies submitted for the registration ofMON 89034 and MON 89034 x MON 88017. 

Section - Ill . Material This Product Will Be Packa ed In: 

. hid-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Containel 

0 Ye•' Oves Oves 
D Metal 

0 No 0 No ONo 
D Plastic 

D Glass 
* Certification must lf"Yes" No. per lf"Yes" No. pe1 D Paper 
be submitted Unit Packaging wgt. Container Package wgt. Container D Other 

\ (Spe~ifu 
_ocation ot Net Contents Jntonnation 4. Size(s) Retail Container 5. Location of Label Directions 

L.J Label 0 Container 
0 On Label 

0 On Labeling accompanying product 

6. Manner in Which Label is Affixed to Product D Lithograph D Other 

D Paper glued 

0 Stenciled ' . , , 
~ 

Section -IV ' " , . 
1. Contact Point Com te!e items direct below for identification of individuat to be contacted, if necessary, to rocess this a tication. ' ' 
Name Title 

0

, ,,;\e!ephone NO.,(I!iclude Area Code) 

Russell P. Schneider Director, Regulatory Affairs : , : (207) 38,3-2866 
Certification " 3 , ~. 

' ' )) " , 6. Date Application 
t cerlify that the statements I have made on this form and all attachments thereto are true, accurate and complete. 

, 
" ; ' • Received 

t acknowtedge that any knowingly false or misleading statement may be punishable by fine or imprisonment or 
" . " '''' both under applicable taw. ' ' ~Stamped) ' ' ' 0. 

2. Signature 3 Title '"~ > 

~~ _.--/f!J;r-r~""'- Regulatory Affairs Manager 
, ' 

' ' ' , 
" , 

:Typed Name ' 5. Date ' " 

I 
Natalia N. Bogdanova Tel. (314) 694-3143 May 9, 2007 

. . 
EPA Form 8570-1 (Rev. 3-94) Prev1ous editions are obsolete. Wh1te- EPA File Copy (ongmal) Yellow- Applicant Copy 

@ 
Monsanto Company 06-CR-172-3 Page 4 of9 



&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S. W. 

WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 1.25 hours per response for 
registration and 0.25 hours per response for reregistration and special review activities, including time for reading the instructions and completing the 
necessary forms. Send comments regarding burden estimate or any other aspect of this collection of information, including suggestions for reducing the 
burden to Director, QPPE Information Management Division {2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington DC, 20460. 
Do not send the completed form to this address. 

Certification with Respect to Citation of Data 
Applicant's/Registrant's Name, Address, and Telephone Number: EPA Registration Number I File Symbol: 

Monsanto Company, 1300 I (Eye) Street, N.W., Washin!rton, DC 2005 (202) 383-2866 524-LTL and 524-LTA 

Active lngredient(s) and/or representative test compound(s): B.t. Cry1A. 1 OS, Cry2Ab2, and Cry3Bb t Date; 
and the genetic material (vectors ZMIR245 and ZMJR39) necessary for their production in MON May 9, 2007 
89034and MON 88017. 

General Use Pattern(s} (list all those claimed for this product using 40 CFR Part t58: Product Name: 

Terrestrial field crop MON 89034 and 

MON 89034 x MON 88017 

NOTE: If your product is a 100% repackaging of another purchased EPA-registered product labeled for all the same uses on your label, you do not 
need to submit this form. You must submit the Formulator's Exemotion Statement IEPA Form 8570-27). 

D I am responding to a Data-Ca~~\~ Notice, and have included with this form a list of companies sent offers of compensation (the Data Matrix form 
should be used for this purpose . 

Section 1: METHOD OF DATA SUPPORT (Check one method only) 
I am using the cite-all method of support, and have included with I am using the selective method of support {or cite-all option under 

D this form a list of companies sent offers of compensation (the ~ 
the selective method), and have included with this form a 

Data Matrix Form should be used for this purpose). completed list of data requirements (the Data Matrix form must be 
used). 

Section II: GENERAL OFFER TO PAY 
}Required if using the cite-all method or when using the cite-all option under the selective method to satisfy one or more data requirements) 

D I hereby offer and agree to pay compensation, to other persons, with regard to the approval of this application, to the extent required by FIFRA. 

Section Ill: CERTIFICATION 
I cert'1fy that this application for registration, this form for reregistration, or this Data-Call-In response is supported by all data subm'1Ued or cited in 

the application for registration, the form for registration, or the Data-Call-In response. In addition, if the cite-all option or cite-all option under the selective 
: method is indicated in Section f, this application is supported by all data in the Agency's files that {1) concern the properties or effects of this product or 
an identical or substantially similar product, one or more of the ingredienls in this product: and (2) is a type of data that would be required to be submitted 
under the data requirements in effect on the date of approval of this application if the application sought the initial registration of a product of identical or 
similar composition and uses. 

1 certify that for each exclusive use study cited in support of this registration or reregistration, that I am the original data submitter or that I have 
obtained the written permission of the original data submitter to cite that study. 

> ~ ' " 
' ' 

I certify that for each study cited in support of this registration or reregistration that is not an exclusive use study, either: {aj '1 ~ih the original data 
submitter: (b) I have obtained the permission of the original data submitter to use the study in support of this application: (c) aM 'Pe,,O~ of eligibility for 
compensation have expired for the study; (d) the study is in the public literature; (e) I have notified in writing the company that S<l!bmittad the study and 
have offered (i) to pay compensation to the extent required by sections 3(c)(1)(F) and/or 3(c)(2){B) of FIFRA·,31]cl, )ii) to comme)'lce negotiations to 
determine the amount and terms of compensation, if any, to be paid for the use of the study. ' ' ' ' ' ' ' ,,,,,~ 

I certify that in all instances where an offer of compensation is required, copies of all offers to pay compensB.li•}1'l iu\d evide'nce of their delivery in 
accordance with sections 3(c){1 )(F) and/or 3(c)(2)(B) of FIFRA are available and will be submitted to the Agency upon 18-.'jUest. ShoUIIJ ffuil to produce 
such evidence to the Agency upon request, I understand that the Agency may initiate action to deny, cancel or sus;:n~c', ~h; regist;e.tiD~ of my product in 
conformity with FIFRA. 

" " j 
. 

I certify that the statements I have made on this form and all attachments to it are true, accurate, and complete. I ac:GlOwledge that any 
knowinglv false of misleading statement may be ounlshable bv fine or imorisonment of both under the applicable law. ' , , , " ~ 

Signature o,~ Typed or Printed Name an~'TiL!e : 

-~~:/ ~~?Pc..v-..-.-- " 
May 9, 2007 Natalia N. Bogdanova, D.V.M. 

• Regulatory Affairs Manager 
. . EPA Form 8570 34 (9 97) Electron1c and Paper Vers1ons ava1lable. Submit only Paper vers1on . 
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&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for lhis collecUon of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review aclivilies, induding time for reading lhe instrucf1ons and completing the necessal)' forms. Send comments regarding the burden esnmate or any 
other aspect of this collection oflnformation, including suggestions for reducing the burden lo: Director, OPPE Information Management Division (2137), U.S. Environmenlal Protection Agency, 
401 M Street, S.W., Washinoton, DC 20460. Oo not send the form to this address. 

DATA MATRIX 
Date: May 9, 2007 EPA Reg. No./File Symbol: 524-LTA and 524-LTL ! Page I of2 

Applicanl's/Regislrant's Name & Address: 
Monsanto Comoanv, 1300 I (Eve) Street, N.W., Suite 450 East, Washington, D.C. 20005 Producl: MON 89034 and MON 89034 x MON 88017 

Ingredient Bacillus thuringiensis CrylA.l05, Cry2Ab2, and Cry3Bbl and the genetic material necessary for its production (vectors ZMIR245 and ZMIR39) in MON 

89034 and MON 88017 

Guideline Reference Number Guideline Sludy Name MRID Number Submilter Status Note 

Volume I. Adminish-ative Materials for Supplemental 
lnf01mation to Address EPA Questions Regarding 
Applications 524-LlL and 524-L TA to Register Insect-
protected ComMON 89034 and MON 89034 x MON 
88017 (MRJD 46951400 and 46951300 Monsanto Compa~y_ OWN "lllis Submission 

Volume 2. Response to EPA Questions Regarding 
Applications 524-LTt.. and 524-L TA to Register Insect-
protected ComMON 89034 and MON 89034 x MON 
88017 (~RJD 4695t400 and 46951300) Monsanto Compa~;[ OWN This Submission 

Volume 3. Supplemental Information for MRID No. 
46951302 "Confirmation of the Integrity of Com MON 

885.1100 89034 x MON 88017 by Southern Blot Anal sis" Monsanto Company OWN This Submission 

Volume 4. Supplemental Information for MRID No. 
46951402 "Amended Rcp011 for MSL-20072: MolecuBr 

885.1100 Anal sis of ComMON 89034" Monsanto Compan OWN This Submission 

Signature ~:c.!.-<;~~c -'"'4/ /~-C:s>C/t;':"J!"~ 
Name and Title Date 

Natalia N. Bogdanova, D.V.M. May9, 2007 

- - - " " c Regulatory Affairs Manager 
-

EPA Frnm 85't'ti-3S W-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use CopY 

® 
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&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding lhe burden eslimate or any 
other aspect of this collect!on of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Proleclion Agency, 
401 M Street. S.W., Washinqton, DC 20460. Do not send the form to this address. 

DATA MATRIX 
Date: May 9, 2007 EPA Reg. No.!File Symbol: 524-LTA and 524-LTL 1 Page 2 of2 

Applicanfs/Registrant's Name & Address: 
Monsanto Company, 1300 I (Eye) Street, N.W., Suite 450 East, Washington, D.C. 20005 Product: MON 89034 and MON 89034 x MON 88017 

Ingredient Bacillus thuringiensis CrylA.l05, Ciy2Ab2, and Cry3Bbl and the genetic material necessary for its production (vectors ZMIR245 and ZMIR39) in MON 

89034 and MON 88017 

Guideline Reference Number Guideline Study Name MRID Number Submitter Slalus Note 
Volume 5. Supplemental Information for MRID No. 
46951303 "Assessment of the Cry lA. t05, Cry2Ab2, 
Cry3Bb l, and CP4 EPSPS Prole in Levels in Selected 
Tiss11es of Insect-protected Com MON 89034 x MON 
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Volume 6. Supplemental Information l'or MRID No. 
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_) 

NataliaN. Bogdanova, D.V.M. 
Regula/on; Affairs Manager 
(314) 694-3143 

MONSANTO~~ 

May 11,2007 

Document Processing Desk (PETN) 
Office of Pesticide Programs (7504C) 
U.S. Environmental Protection Agency 
One Potomac Yard 
2777 S. Crystal Drive 
Arlington, VA 22202-4501 

Attn: Dr. Sheryl Reilly, Team Leader 92 

MONSANTO COMPANY 

Soo NORTH liNDBERGH BLVO 

ST. LOUIS, MoS>:;OUR163167 

h!!p:/ jwww.monsanto.com 

Subj: Re-classification of the information provided in the submission of supplemental 
information to address EPA questions regarding applications 524:.LTL and 524-
LTA to register insect-protected com MON 89034 and MON 89034 x MON 
88017 (MRID 47079402) 

Dear Dr. Reilly: 

This letter is in response to conversations with the Agency regarding re-classification of 
information submitted on March 9, 2007 in the response to EPA questions regarding 
application to register insect-protected corn MON 89034 and MON 89034 x MON 
88017. 

By the way of this letter Monsanto amends the confidentiality claims for the information 
submitted with the above petitions to re-classify it from current category 11A' 1 (non­
conftdential documents that can be released to the public) to category 11B 11 (data subject to 
the provisions of FIFRA Section 1 O(g) and therefore protected from disclosure to 
multinational or foreign pesticide producers). Monsanto considers this information to be 
a competitive advantage because it contains details concerning MON 89034 that are 
intended for the regulatory assessment and that could be potentially used by multinational 
companies to develop and register their products. Please consider the tables in Monsanto 
letters from March 9, 2007 revised as follows: 

Monsanto Reference Numbers 
04- CR-135E-3 
04-CR-138E-3 

' ,. 

'''' 

'!'' 
! ! ' 



Dr. S. Reilly 
May 11,2007 

Old 
Volume Category 
N/A A 
NIA A 
1 A 
1 c 
2 A 
3 B 

Page 2 of2 

New 
Category Document 
A Cover letter 
A Transmittal document 
A Administrative volume 
c Confidential statement of formula 
B Supplemental information 
B Efficacy report 

Should you require any additional information regarding this letter please feel free to 
contact Dr. Russell Schneider in our Washington office (202-383-2866) or me directly 
(314-694-3143). 

Natalia N. Bogdanova, D.V.M. 

cc: Mike Mendelsohn, EPA/OPP/BPPD 
Susanne Cerrelli, EP A/OPP/BPPD 
Russ Schneider, Monsanto 
Regulatory Archives 

Monsanto Reference Numbers 
04- CR-135E-3 
04-CR-138E-3 



Natalia N. Bogdanova.. D.V.M. 
Regulatory Affairs Manager 
(314) 694-3143 

May 11, 2007 

Document Processing Desk (PETN) 
Office of Pesticide Programs (7504C) 
U.S. Environmental Protection Agency 
One Potomac Yard 
2 777 S. Crystal Drive 
Arlington, VA 22202-4501 

Attn: Dr. Sheryl Reilly, Team Leader 92 

Subj: Re-classification of petitions to amend 40 CFR §174.453 and 40 CFR §174.454 
to establish permanent exemption from the requirement of a tolerance for Bacillus 
thuringiensis CrylA.105 and Cry2Ab2 insecticidal proteins and the genetic 
material necessary for their production when used as plant-incorporated 
protectants in all crops and agricultural commodities. 

EPA Petition Numbers 6F7142 and 6F7143 

Dear Dr. Reilly: 

This letter is in response to conversations with the Agency regarding re-classification of 
information submitted in tolerance petitions for CrylA.lOS and Cry2Ab2 proteins 
produced in insect-protected corn MON 89034. 

On March 9, 2007 petitions were submitted to EPA to amend 40 CFR §174.453 and 40 
CFR § 174.454 to establish permanent exemptions from the requirement of a tolerance 
for Bacillus thuringiensis CrylA.l05 and Cry2Ab2 insecticidal proteins and the genetic 
material necessary for their production when used as plant-incorporated protectants in all 
crops and agricultural commodities. 

By the way of this letter Monsanto amends the confidentiality claims for the information 
submitted with the above petitions to re-classify it from current category "B" to category 
"A" (materials that can be released to anyone, regardless of affiliation to a foreign or 
multi-national pesticide producer). Please consider the tables in Monsanto letters from 
March 9, 2007 revised as follows: 

Monsanto Reference Numbers 
04- CR-135E-3 
04-CR-138E-3 



Dr. S. Reilly 
May II, 2007 

Old 
Volume Cat~ory 

N/A A 
1 B 

N/A A 

N/A A 
1 B 

N/A A 

New 
Cate2ory 

A 
A 

A 

A 
A 

A 

Page 2 of2 

Document 
CrylA.JOS petition 

Cover letter 
Petition to Amend 40 CFR §174.453 to Establish 
Permanent Exemption from the Requirement of a 
Tolerance for Bacillus thuringiensis Cry1A.105 
Insecticidal Protein and the Genetic Material 
Necessary for Its Production When Used as Plant-
incorporated Protectant in All Crops and Agricultural 
Commodities. 
Draft Federal Register Notice 
Crv2Ab2 petition 
Cover letter 
Petition to Amend 40 CFR §174.454 to Establish 
Pennanent Exemption from the Requirement of a 
Tolerance for Bacillus thuringiensis Cry2Ab2 
Insecticidal Protein and the Genetic Material 
Necessary for Its Production When Used as Plant-
incorporated Protectant in All Crops and Agricultural 
Commodities. 
Draft Federal Register Notice 

Should you require any additional information regarding this letter please feel free to 
contact Dr. Russell Schneider in our Washington office (202-383-2866) or me directly 
(314·694·3143). 

Sincerely, 

Natalia N. Bogdanova, D.V.M. 

cc: Mike Mendelsohn, EPA/OPP/BPPD 
Susanne Cerrelli, EPA/OPP/BPPD 
Russ Schneider, Monsanto 
Regulatory Archives 

Monsanto Reference Numbers 
04- CR-135E·3 
04-CR-l38E·3 



Pesticide 

U. S. Environmental Protection Agency 
Office of Prevention, Pesticides, and Toxic Substances {OPPTS) 

1200 Pennsylvania Avenue, NW 
Washington, DC 20460 

protein and the genetic material (Vector Zi\HR 245 )necessary for its production in 
event 1\-'lON 89034 corn (OECD Unique Identifier: MON-89034-3) and Bacillus 
thuriugiensis Cry2Ab2 protein and the genetic material (Vector ZMIR 245) necessary 
for its production in event .MON 89034 corn (OECD Unique Identifier: MON-89034-

Pesticide Products; Registration ·Cry lA.lOS 
and Cry2Ab2 insecticidal proteins in all crops and agricultural commodities 

docket and verified the following: 
) ti: All of the documents identified in the attached Docket Index have been submitted to the appropriate 

Docket Manager for inclusion in the docket identified above. 
tl Documents containing copyrighted, CBI, or otherwise protected information have been identified to allow 

for "special" processing by the appropriate Docket Staff. 
II The material has been assembled in a useable form to support the document being published in the 

FEDERAL REGISTER (FR). 
II COMMENTS: Susanne Cerrelli is the primary Docket Contact Person. Estimated FR publication 

i i 

The Docket ID # identified above matches our records. 
The documents identified in the attached Docket Index have been received by the OPP Docket Staff. 
The documents have been properly processed for inclusiorl in EPA FDMS Dockets, as appropriate. 
The documents either already are in the docket being processed Jor inclusion in the docket. 
COMMENTS: 

to 



. Attachment: List of Documents for Docket ID # EPA·HQ-2007·0208 new items as of 05/24 ~ 
Document TITle Source Information: Date of 1) CBI 2) Other 

Author (Last, Rrst Document Protected, e.g., Studies 
Name); Organization; 3) Copyrighted 

Citation 
1 Cover Letter Monsanto 9/29/2006 
2 Administrative volume Monsanto 9/29/2006 
3 Transmittal Document Monsanto 9/29/2006 

MRID 46951300 Monsanto Company 
(2006) Submission of Product 
Chemistry, Efficacy, Exposure arid 
Risk Data in Support of the 
Application for Registration of MON 
89034 x 88017. Transmittal of6 
Studies. 

4 Cover letter Monsanto 9/28/2006 
5 Administrative volume (redacted Monsanto 9/28/2006 

coov) 
' 6 Transmittal Document Monsanto 9/12006 

MRID 46951400 -Monsanto 
Company (2006) Submission of 
Efficacy, Toxicity, Residue, 
Environmental Fate, Exposure and 
Risk Data in Support of the 
Application for Registration ofMON 
89034. Transmittal of30 Studies. 

7 Cover letter Monsanto 318107 
8 Administrative volume (redacted) Monsanto 3/9/07 

9 Transmittal Document Monsanto 3/9/07 
MRID 47079400 Monsanto Co. 

(2007) Submission of Efficacy Data in 
Support of the Application for 
Registration ofMON 89034 X 88017 . . 
Transmittal of2 Studies. 

10 CD of data Monsanto 2006 2 

MRID 46951301-46951306 and 

MRID 46951401- 46951430 3/9/07 

MRID 47079402-47079403 
11 Letter to reclassify MRID 47079402 ,Monsanto 5/11/2007 



Natalia N. Bogdan ova, D.V.M. 
Reg~latory Ajjnfrs Manager 
(314)-694-3143 

MONSANTO[~ 

May11,2007 

Document Processing Desk (PETN) 
Office of Pesticide Programs (7504C) 
U.S. Environmental Protection Agency 
One Potomac Yard 
2777 S. Crystal Drive 
Arlington, VA 22202-4501 

Attn: Dr. Sheryl Reilly, Team Leader 92 

471275.00 

MONSANTO COMPMH 

Soo NORTK LINOBfRGK BLVD 

ST.lOU•S, M•sSOURI 63167 

http:/ jwww.monsanto.com 

Subject: Response to questions from EPA for insect-protected corn MON 89034 and MON 
89034 x MON 88017 and suppiernental information for MRIDs 46951302, 
46951303, 46951402, and 46951403 

EPA Petition Numbers 6F7142 and 6F7143 
EPA File Symbols: 524-LTA and 524-LTL 

Dear Dr. Reilly: 

This letter is in response to the Agency's request from April 23, 2007 to address questions 
pertaining to Monsanto's application for the registration of the plant-incorporated protectant 
Bacillus thuringiensis (Bt) CrylA.l05 and Cry2Ab2 proteins and the genetic material necessary 
for their production in corn products MON 89034 and MON 89034 x MON 88017. 

Responses to the Agency's questions are included in volume 2 of this submission. Supplemental 
information requested by the Agency for MRIDs 46951302, 46951303, 46951402, and 46951403 
is provided in volumes 3-6. This submission includes documents that have been classified as 
'A'- non-confidential documents that can be released to the public, or 'B'- data subject to the 
provisions of FIFRA Section lO(g) and therefore protected from djsclosure to multinational or 
foreign pesticide producers. A pdf file of documents classified as 'A' is included with this letter. 
Volumes 3 - 6 contain Standard Operating Procedures used in studies that were submitted in 
support of the registration. Monsanto considers this information to be of a competitive nature 
because the methods described are components of an overall process established after years of 
refmement to most efficiently and effectively generate data on products for regulatory and 
discovery work. 



Dr. S. Reilly 
May ll, 2006 

Volume Document 

N/A Cover Letter 
1 Administrative Materials for Supplemental 

Information to Address EPA Questions Regarding 
Applications 524-LTL and 524-LTA to Register 
Insect~protected ComMON 89034 and MON 89034 x 
MON 88017 (MRID 46951400 and 46951300) 

2 Responses to EPA Questions Regarding Applications 
524~LTL and 524~LTA to Register Insect-protected 
ComMON 89034 andMON 89034 x MON 88017 
(MRID 46951400 and 46951300) 

3 Supplemental Information for MRID No. 46951302 
"Confirmation of the Integrity of ComMON 89034 x 
MON 88017 by Southern Blot Analysis" 

4 Supplemental Information for MRID No. 46951402 
"Amended Report for MSL~20072: Molecular 
Analysis of ComMON 89034" 

5 Supplemental Information for MRID No. 46951303 
"Assessment of the CrylA.l 05, Cry2Ab2, Cry3Bb 1, 
and CP4 EPSPS Protein Levels in Selected Tissues of 
Insect~protected ComMON 89034 x MON 88017 
Produced in 2005 U.S. Field Trials" 

6 Supplemental Information for MRID No. 46951403 
"Assessment of the Cry1A.I05 and Cry2Ab2 Protein 
Levels in Tissues of Insect~protected ComMON 
89034 Produced in 2005 U.S. Field Trials" 

Page2 of2 

Category Hard pdf. file for 
COPY E~docket 

A .j .j 
A .j .j 

A .j .j 

B .j 

B .j 

B .j 

B .j 

-

Should you require any additional information regarding this submission please feel free to 
contact Dr. Russell Schneider in our Washington office (202~383-2866) or me directly (314~694-
3143)_ 

Natalia N. Bogdanova, D.V.M. 

cc: Mike Mendelsohn, EP AJOPPIBPPD 
Russell Schneider, Monsanto 
Monsanto Regulatory Files 



MONSANTO 00. 

TRANSMITTAL DOCUMENT 

SUBMIT1ED BY 

Monsanto Company 
1300 I (Eye) Street, NW 

Suite 450 East 
Washington, DC 20005 

REGULATORY ACTION IN SUPPORT OF WHICH 
TillS DOCUMENT IS SUBMITTED 

Administrative Materials for the Registration of Insect-protected ComMON 89034 and 
MON 89034 x MON 88017 (EPA File 524-LTA and 524-LTL) 

TRANSMITTAL DAlE 

May 11, 2007 

MONSANTO REFERENCE No. 

06-CR-172-3 

Monsanto Company 06-CR-172E-3 Page 1 of3 



LIST OF SUBMITTED DOCUMENTS 

Administrative Materials 

Volume 1. Administrative Materials for Supplemental Information to Address EPA 
Questions Regarding Applications 524~LTL and 524-LTA to Register 
Insect-protected ComMON 89034 and MON 89034 x MON 88017 
(MRJD 46951400 and 46951300) 

MRJD Number~-------------~ 

Volume 2. Responses to EPA Questions Regarding Applications 524-LTL and 524-
LTA to Register Insect-protected ComMON 89034 and MON 89034 x 
MON 88017 (MRJD 46951400 and46951300) 

MRJDNumber~_-4_7_12_7_5_0_1 ________ _ 

Volume 3. Supplemental Information for MRJD No. 46951302 "Confirmation of the 
Integrity of ComMON 89034 x MON 88017 by Southern Blot Analysis" 

47127502 
MRJD Number __ -'-----------~ 

Volume 4. Supplemental Information for MRlD No. 46951402 "Amended Report for 
MSL-20072: Molecular Analysis of ComMON 89034" 

MRJD Number ___ 4_7_1_27_5_o_a _______ _ 

Volume 5. Supplemental Information for MRlD No. 46951303 "Asse-;smeJtt of the 
CrylA.l05, Cry2Ab2, Cry3Bbl, and CP4 EPSPS Protein ::_~ye!J in 
Selected Tissues of Insect-protected ComMON 89034 x MOl~ 88017 
Produced in 2005 U.S. Field Trials" 

47127504 
MRID Number ______________ _ 

Monsanto Company 06-CR-172E-3 Page 2 of3 



Volume 6. Supplemental Information for MRID No. 46951403 "Assessment of the 
CrylA.l05 and Cry2Ab2 Protein Levels in Tissues oflnsect~protected 
ComMON 89034 Produced in 2005 U.S. Field Trials" 

47127505 
MRID Number---------------

Company Official: 
Natalia N Bogdanova, D.V.M. 
Regulatory Affairs Manager 
(314) 694-3143 

Company Name: Monsanto Company 

Company· Contact: Russell P. Schneider, Ph.D. 

Monsanto Company 

Director, Regulatory Affairs 
(202) 383-2866 

06~CR-172E-3 

May 11,2007 
Date 

Page 3 of3 



-· ·-. 
BOGDANOVA, NATALIA N [AG/1000] 

From: 
Sent: 
To: 

Cerrelli.Susanne@epamail.epa.gov 
Wednesday, May 23, 2007 3:38 PM 
BOGDANOVA, NATALIA N [AG/1000] 

Subject: Re: Responses to EPA questions RE: MON 89034 and MON 89034 x MON88017 (524~LTL 
and 524~L T A) 

Letter to re-dassify Letter to re-dassffy 
CBI cate... CBI cate ... 

Natalia, 

I just realized that I need an electronic copy of the petitions for these two products 
now that they have been reclassified for the docket. Can you please send me a disk with 
your next mailing with a copy of the petitions? 

Regards, 

Susanne Cerrelli 

Regulatory Action Leader 
Microbial Pesticides Branch 
Biopesticides Pollution Prevention Division {7511P} 

703-308-8077 {w) 

Susanne, 

"BOGDANOVA, 
NATALIA N 
[AG/1000]" 
<natalia.n.bogda 
nova@monsanto.co 
m> 

05/11/2007 10:39 
PM 

To 
Susanne Cerrelli/DC/USEPA/US@EPA, 
Mike Mendelsohn/DC/USEPA/US@EPA 

cc 
"SCHNEIDER, RUSSELL P [AG/1920]" 
<russell.p.schneider@monsanto.com 
>, "LAHMAN, LINDA K [AG/1000]" 
<linda.k.lahman@monsanto.com>, 
"BOGDANOVA, NATALIA N [AG/1000]" 
<natalia.n.bogdanova@monsanto.com 
> 

Subject 
Responses to EPA questions RE: 
MON 89034 and MON 89034 x 
MONB8017 (524-LTL and 524-LTA) 

per our telephone conversation today attached are two letters: first -to address re­
classification of information provided in the supplemental submission MRID 47079402 and 

1 



MONSANTO~ 
Naw/ia N. Bogdanovo. D.V.M. 
Regula lory Affairs Monager 
(314)-694-3143 

Document Processing Desk (PETN) 
Office ofPesticide Programs (7504C) 
U.S. Environmental Protection Agency 
One Potomac Yard 
2777 S. Crystal Drive 
Arlington, VA 22202-4501 

Attn: Dr. Sheryl Reilly, Team Leader 92 

May 11,2007 

471275-00 

MONSANTO COMPANY 

800 NORTH LINOBERGH BLVD 

Sr. LOUIS, MISSOURI 6;167 

http://www.monsanto.com 

Subject: Response to questions from EPA for insect-protected comMON 89034 and MON 
89034 x MON 88017 and supplemental information for MRIDs 46951302, 
46951303,46951402, and 46951403 

EPA Petition Numbers 6F7142 and 6F7143 
EPA File Symbols: 524-LTA and 524-LTL 

Dear Dr. Reilly: 

This letter is in response to the Agency's request from April 23, 2007 to address questions 
· pertaining to Monsanto's application for the registration of the plant-incorporated protectant 
Bacillus thuringiensis (Bt) Cry1A.l05 and Cry2Ab2 proteins and the genetic material necessary 
for their production in com products MON 89034 and MON 89034 x MON 88017. 

Responses to the Agency's questions are included in volume 2 of this submission. Supplemental 
information requested by the Agency for MRIDs 46951302, 46951303, 46951402, and 46951403 
is provided in volumes 3-6. This submission includes documents that have been classified as 
'A'- non-confidential documents that can be released to the public, or 'B' -data subject to the 
provisions of FIFRA Section IO(g) and therefore protected from disclosure to multinational or 
foreign pesticide producers. A pdf file of documents classified as 'A' is included with this letter. 
Volumes 3 - 6 contain Standard Operating Procedures used in studies that were submitted in 
support of the registration. Monsanto considers this information to be of a competitive nature 
because the methods described are components of an overall process established after years of 
refinement to most efficiently and effectively generate data on products for regulatory and 
discovery work. 



Dr. S. Reilly 
May II, 2006 

Volume Document 

N/A Cover Letter 
1 Administrative Materials for Supplemental 

Information to Address EPA Questions Regarding 
Applications 524-LTL and 524-LTA to Register 
Insect-protected ComMON 89034 and MON 89034 x 
MON 88017 (MRID 46951400 and 46951300) 

2 Responses to EPA Questions Regarding Applications 
524-LTL and 524-LTA to Register Insect~protected 
ComMON 89034 and MON 89034 x MON 88017 
(MRID 46951400 and 46951300) 

3 Supplemental Information for MRID No. 46951302 
"Confirmation of the Integrity of ComMON 89034 x 
MON 88017 by Southern Blot Analysis" 

4 Supplemental Information for MR.ID No. 46951402 
"Amended Report for MSL-20072: Molecular 
Analysis of ComMON 89034" 

5 Supplemental Information for :rviRID No. 46951303 
"Assessment of the CrylA.l 05, Cry2Ab2, Cry3Bb1, 
and CP4 EPSPS Protein Levels in Selected Tissues of 
Insect-protected ComMON 89034 x MON 88017 
Produced in 2005 U.S. Field Trials" 

6 Supplemental Information for MRID No. 46951403 
"Assessment of the CrylA.l 05 and Cry2Ab2 Protein 
Levels in Tissues of Insect-protected ComMON 
89034 Produced in 2005 U.S. Field Trials" 

Page 2 of2 

Category Hard pdf. file for 
copy E~docket 

A -.[ -.[ 
A -.[ -.[ 

A -.[ -.[ 

B -.[ 

B -.[ 

B -.[ 

B -.[ 

Should you require any additional information regarding this submission please feel free to 
contact Dr. Russell Schneider in our Washington office (202-383-2866) or me directly (314-694-
3143). 

Natalia N. Bogdanova, D.V.M. 

cc: Mike Mendelsohn, EPA/OPPIBPPD 
Russell Schneider, Monsanto 
Monsanto Regulatory Files 
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MONSANTO~-

TRANSMITTAL DOCUMENT 

SUBMITTED BY 

Monsanto Company 
1300 I (Eye) Street, NW 

Suite 450 East 
Washington, DC 20005 

REGULATORY ACTION IN SUPPORT OF WHICH 
THIS DOCUMENT IS SUBMITTED 

Administrative Materials for the Registration ofinsect-protected ComMON 89034 and 
MON 89034 x MON 88017 (EPA File 524-LTA and 524-LTL) 

TRANSMITTAL DATE 

May 11,2007 

MONSANTO REFERENCE No. 

06-CR-172-3 

Monsanto Company 06-CR-172E-3 Page 1 of3 
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LIST OF SUBMITTED DOCUMENTS 

Administrative Materials 

Volume 1. Administrative Materials for Supplemental Information to Address EPA 
Questions Regarding Applications 524~LTL and 524-LTA to Register 
Insect-protected Corn MON 89034 and MON 89034 x MON 88017 
(MRJD 46951400 and 46951300) 

MRJD Number _____________ _ 

Volume 2. Responses to EPA Questions Regarding Applications 524-LTL and 524-
LTA to Register Insect-protected Corn MON 89034 and MON 89034 x 
MON 88017 (MRJD 46951400 and 46951300) 

Volume 3. 

MRJD Number ___ 4_7_1_27_5_0_1 ________ _ 

Supplemental Information for MRJD No. 46951302 "Confirmation of the 
Integrity of Corn MON 89034 x MON 88017 by Southern Blot Analysis" 

47127502 
MRID Number ______________ _ 

Volume 4. Supplemental Information for MRID No. 46951402 "Amended Report for 
MSL-20072: Molecular Analysis of Corn MON 89034" 

VolumeS. 

MRJD Number ____ 4_7_12_7_5_oa ________ _ 

Supplemental Information for MRID No. 46951303 "Asse.;;snleJtt of the 
CrylA.l05, Cry2Ab2, Cry3Bbl, and CP4 EPSPS Protein '"onb in 
Selected Tissues of Insect-protected ComMON 89034 x MO:l~ 88017 
Produced in 2005 U.S. Field Trials" 

47127504 
MRJD Number _____________ _ 

Monsanto Company 06-CR-172E-3 Page 2 of3 



). 

Volume6. Supplemental Information for MRID No. 46951403 "Assessment of the 
CrylA.l 05 and Cry2Ab2 Protein Levels in Tissues oflnsect-protected 
ComMON 89034 Produced in 2005 U.S. Field Trials" 

47127505 
MRID Number---------------

Company Official: 

Company Name: 

Natalia N Bogdanova, D.V.M. 
Regulatory Affairs Manager 
(314) 694-3143 

Monsanto Company 

Company Contact: Russell P. Schneider, Ph.D. 

Monsanto Company 

Director, Regulatory Affairs 
(202) 383-2866 

06-CR-l72E-3 

May II, 2007 
Date 

Page 3 of3 



Natalia N. Bogdanova, D.V.M. 
Regulatory Affairs Mrmager 
(314) 694-3143 

MONSANTO 00 

May 11,2007 

Document Processing Desk (PETN) 
Office of Pesticide Programs (7504C) 
U.S. Environmental Protection Agency 
One Potomac Yard 
2777 S. Crystal Drive 
Arlington, VA 22202-4501 

Attn: Dr. Sheryl Reilly, Team Leader 92 

MONSANTO COMPANY 

800 NORTH liNOBERGH BlVO 

ST. LOUIS, MISSOlfRI6ji67 

http:/ jwww.monsanto.com 

Subj: Re-classification of the information provided in the submission of supplemental 
information to address EPA questions regarding applications 524-LTL and 524-
LTA to register insect-protected com MON 89034 and MON 89034 x MON 
88017 (MRID 47079402) 

Dear Dr. Reilly: 

This letter is in response to conversations with the Agency regarding re-classification of 
information submitted on March 9, 2007 in the response to EPA questions regarding 
application to register insect-protected com MON 89034 and MON 89034 x MON 
88017. 

By the way of this letter Monsanto amends the confidentiality claims for the information 
submitted with the above petitions to re-classify it from current category "A" (non­
confidential documents that can be released to the public) to category "B" (data subject to 
the provisions of FIFRA Section 1 O(g) and therefore protected from disclosure to 
multinational or foreign pesticide producers). Monsanto considers this information to be 
a competitive advantage because it contains details concerning MON 89034 that are 
intended for the regulatory assessment and that could be potentially used by multinational 
companies to develop and register their products. Please consider the tables in Monsanto 
letters from March 9, 2007 revised as follows: 

Monsanto Reference Numbers 
04- CR-135E-3 
04-CR-138E-3 



Dr. S. Reilly 
May II, 2007 

Old 
Volume Category 
N/A A 
N/A A 
1 A 
1 c 
2 A 
3 B 

Page 2 of2 

New 
Cate~ory Document 
A Cover letter 
A Transmittal document 
A Administrative volume 
c Confidential statement of formula 
B Supplemental information 
B Efficacy report 

Should you require any additional information regarding this letter please feel free to 
contact Dr. Russell Schneider in our Washington office (202-383-2866) or me directly 
(314-694-3143). 

Sincerely, . 
p;r;;;:p:;;~~· pP:;· 

Natalia N. Bogdanova, D.V.M. 

cc: Mike Mendelsohn, EP A/OPP/BPPD 
Susanne Cerrelli, EP A/OPP/BPPD 
Russ Schneider, Monsanto 
Regulatory Archives 

Monsanto Reference Numbers 
04- CR-135E-3 
04-CR-138E-3 



Susanne 
Cerrelli/DC/USEPNUS 

05/03/2007 08:29AM 

To Sharlene Matten/DC/USEPA/US, Alan 
Reynolds/DC/USEPA/US 

cc Mike Mendelsohn/DC/USEPA/US 

bee 

Subject memorandum of understanding dated February 5, 2007 from 
Monsanto -Comments from EPA 

Are there any additional comments that we should send monsanto concerning their February 
5, 20071etter that followed our meeting on January 25, 2007? 
Sharlene gave me the following feedback yesterday. please let susanne know if there are 
additions or corrections to the below item. 

We wish that the following item be corrected that i~ present in Monsanto's February 5, 2007 
letter concerning "Memorandum of understanding; EPA Petition numbers 6F7142 and 
6F7143; EPA File symbols: 524-LTA and 524-LTL" 

For item 2 we wish to make the following correction. Separate information needs to be 
developed to support the popcorn use. We disagree that expression data (information) 
developed for sweet corn can be applied to popcorn. 

Please note we plan to add some items to today's biotech meeting. 
(1) DNA vs ELISA quantification (feedback what is EPA's purpose of validation when have 
tal. exemption)? 
(2) Should we renegotiate dates when company gives additional info later that we need ( 
What is Agency Policy@ late submissions and PRIA dates)? 

(a) MARCH 7 irm RESPONSE 
(b) Sweet corn expression data that is being developed still 

Thanks! 

Susanne Cerrelli 

Regulatory Action Leader 
Microbial Pesticides Branch 
Biopesticides Pollution Prevention Division (7511P) 

703-308-8077(w) 
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Where 

Rebecca~ requested 
If there are other 
THANKS!!! 

feedback 
i terns to 

on MOnsanto's request below. 
add please email Susanne. 

Dear Ms. Cerrelli, 

I would appreciate clarification orr the first request: 

1. Validated detection method protocols and independent 
lab 

validations of the detection methods for CrylA.l05 
and Cry2Ab2 in 

corn need to be submitted. 

Monsanto submitted confirmation of a protein~based method 
that detects 
Cry2Ab2 in corn and will allow to separate MON 89034 from 
all corn 
currently on the marke-t to EPA (MRID 46694503) in 
November 2005. This 
method was not yet validated by the third party. This 
validation will 
take place at the end of 2007 when most advanced hybrids 
will be 
available. Previously, such detection method was 
provided to the Agency 

I 
I 



prior to commercialization of the product. 

However, we have developed event-specific DNA-based 
method that allows 
to detect MON 89034 in corn grain. 

Please, let me know if providing DNA-based method a.t this 
time will 
address the Agency's request. 

Thank You very much. 

Natalia 

-----Original Message-----
From: Cerrelli.Susanne@epamail.epa.gov 
[mailto:Cerrelli.Susanne@epamail.epa.gov] 
Sent: Monday, April 23, 2007 10:08 AM 
To: BOGDANOVA, NATALIA N [AG/1000] 
Cc: Mendelsohn.Mike@epamail.epa.gov 
Subject: Request for additional data for MON 89034 and MON 89034 x 
MON88017, 

Dear Dr. Natalia Bogdanova, 

During our preliminary evaluation of MON 89034 and MON 89034 x 
MON88017, 
several items were identified that are needed to complete our 
evaluation. In order to complete the evaluation process, we wish to 
notify you of noted deficiencies in Monsanto's submissions. 

Monsanto needs to address the following: 

1. Validated detection method protocols and independent lab 
validations of the detection methods for Cry1A.105 and 

Cry2Ab2 in 
corn need to be submitted. 
2. Plant-produced Cry1A.105 shows both a higher-molecular 

weight 
immunoreactive band and lower molecular weight immunoreactive 
bands in the western blot analysis in addition to the 

full-length 
protein. These additional bands appear to be absent in the 

E. 
coli-produced protein preparation. Monsanto should address 
whether these differences are a result of protein 

purification or 

of 

whether these different molecular weight proteins are' likely 
present in the plant. Monsanto should also explain why use 

the E. coli protein as a surrogate for safety .testing is 
appropriate, given the differences in the protein 

preparations. 
3. Provide the SOPs cited in MRIDs 46951302 (MSL-20145, 

Study 
06-01-50-03), 46951402 (MSL-20311, Study 05-01-39-12), 

) 

) 



46951303 
(MSL0020479}, 46951403 (Study 05-01-39-32, MSL 20285). 
4. Discuss determination of equivalence between 
microbially-produced and plant-produced CrylA.l05 using the 
bioactivity assay (described in MRID 46694604}. Were 

statistics 

fold 
used? Why was the acceptance criteria determined to be <4 

difference between the mean EC50 values in the corn earworm 
diet-incorporation insect bioassay? 
5. Explain the discrepancy in the EC50 definitions given on 
pages 11 and 8 in MRID 46951405. 

Also, we request electronic copies of the following studies: MRIDs 
46951403 (Study 05-01-39-32, MSL 20285} ?need tables only, 46951404 
(MSL-20071)?need figures only, 46951405 (MSL-20132; Study 
05-01-39-23), 
46951407 (MSL-19931; Study 05-01-62-04)?need figures only, 46951303 
(MSL0020479)?need tables only, 46951408 (MSL-19930; Study 
05-01-62-03)?need figures only, 46951409 (MSL-19938; Study 
05-01-62-05}?need figures only, 46951402 (MSL-20311, study 
05-01-39-12}?need figures only. 

Your efforts to address these in a timely manner, would be greatly 
appreciated. Of course if this is not possible, the PRIA date may 
need 
to be renegotiated. Please note that additional deficiencies may be 
noted in the future as the evaluations are not completed at this 
time. 
If you have any questions concerning this request, please contact 
Susanne Cerrelli at 703-308-8077. 

Regards, 

Susanne Cerrelli 

Regulatory Action Leader 
Microbial Pesticides Branch 
Biopesticides Pollution Prevention Division (7511P} 

703-308-8077 (w} 



Sharlene 
Matten/DC/USEPA/US 

04/19/2007 03:08 PM 

To Janet Andersen/DC/USEPAfUS@EPA, Sheryl 
Re!lly/DC/USEPIVUS@EPA 

cc Patricia Moe/DC/USEPAfUS@EPA, Alan 
Reynolds/DC/USEPAIUS@EPA, Mike 
Mendelsohn/DCIUSEPAfUS@EPA, Susanne 

bee 

Subject SAP needed for JRM issues-- MON 89034/2 lep toxin 
product: lower Refuge Requirements requested -- no 
previous SAP for Bt corn to address this issue 

Susanne conducted a MON 89034 team meeting today. She asked me to write up the issues 
concerning IRM and the need for a SAP meeting. 

Monsanto has requested that MON 89034 have significantly lower refuge requirements for 
their two-toxin (for lep control- a pyramid) product-- Cry1A.1 05 + Cry2Ab2. They are 
requesting a 5% structured non-Bt corn refuge in the Corn Belt (current for 1-tox lep product 
is 20%) and a 20% structured non-Bt corn refuge in cotton-growing areas (current for 1-tox 
lep product is 50%). These changes to the IRM requirements for BT corn are significant and 
a paradigm shift. Monsanto has submitted data to support their request and modeling. 
These data need to be reviewed The PRIA date for this action is 6/10/08. 

No data have been submitted to support the popcorn us~ Monsanto indicated a 
teleconference we had in February, 2007 that 1hey do not even have a popcorn breed'tng 
program. There is no bridging information (IRM, expression, efficacy etc.) to support this 
use. 

However, we received IRM data to support the sweet corn use and bridging arguments for 
the stacked product of Cry-1A.1 05 + Cry2Ab2 + Cry3Bb1. These data were provided in 
March, 2007 after a 75-d deficiency letter was issued. I think Monsanto may intend to 
submit more sweet corn efficacy data needed for the IRM review. We may need to consider 
a renegotiation of the PRIA date to make up for the time lost- for the sweet com use. 

Sharlene R. Matten, Ph.D. 
Biologist 
USEPA!OPPIBPPD (7511 P) 
1200 Pennsylvania Ave., NW 
Washington D.C. 20460 
703-605-0514 
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Brief meeting to touch base on what is needed by reviewers. , We can keep this to 1/2 an hour if no 
significant issues identified .... 

The primary eco ~reviews and IRM reviews are done on the original submission. I hope to get this 
distributed soon. 

PROPOSED Agenda: 
1) Do some of the studies need to be re-distributed? 
2)) Who needs courtesy copies of Data? 
3) Does Alan want to send the recent IRM response to the contra.ctors? 
4) Are there issues identified in the primary review Jhat need to be resolved ASAP? 
5) Are there additional materials needed? 
6) Jhe pettions for tolerance exemptions was revised, does Rebecca or John want this now? 
7) Are there other items you need? 

• please if you want to add anything to Agenda let me know 

.. ·~vY' 7 7 
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MONSANTO 
im,,,ine 

Natalia N. Bogdmwva. D.V.M. 
Reg1Jfatory 11f!airs Mm1ager 
(314)-694-3143 

Document Processing Desk (PETN) 
Office of Pesticide Programs (7504C) 
U.S. Environmental Protection Agency 
One Potomac Yard 
2777 S. Crystal Drive 
Arlington, VA 22202-4501 

March 9, 2007 

Attn: Dr. She:;_yl Reilly, Team Leader 92 

470794-00 

MONS>\>ITO COMPANY 

•;~oo I (En) ST~En, NW 

SUIH 410 EAST 

WASHINL>TON, D.C. 2000> 

PHONE (202) JS}-2866 

FAX {202) 789-1748 

http:/jwww.morn;anto.com 

Subject: Response to the letter from EPA RE: MON 890.34 (Cry lA.l 05 and Cry2Ab2) 
Corn and MON 89034 x MON 88017 (Cry!Al05, Cry2Ab2, Cry3Bbl) Com 
EPA Petition Numbers 6F7142 and 6F7143 
EPA File Symbols: 524-LTA and 524-LTL 

Dear Dr. Reilly: 

Tbis letter is in response to the Agency's request from January 17, 2007 to addrcsr- que::it10IB 

pertaining to Monsanto's application for the registration of the plant-incorporated protectant 
Bacill11s thuringiensis (Bt) Cry1A.105 and Cry2Ab2 proteins and the genetic material necessmy 
for their production in tJ:.e corn product MON 89034 and MON 89034 x MON 88017. Some of 
these questions were clarified at the Monsanto/EPA meeting held on January 25,2007. 

Respouses to Agency's q11estions included in Volume 2 and in a confidential attachment to the 
Administrative vohune. Additional efficacy data is provided as Volume 3. This submi..ss.ion 
includes the following documents that have been classified as 'A' (non-confidential doctm1ents 
that can be released to the public), 'B' (data subject to the provisions ofFIFIZA Section 1 O(g) and 
therefore protected from disclosure to m1Iltinational or foreign pesticide producers), or 'C' 
(confidential b11Siness information). In addition, pdf and/or Word files are included on a CD­
ROM 

Monsanto Company 06-CR-172E-2 



Dr. S. Reilly 
March 9, 2006 

Volume 

NIA 
NIA 

1 
I 
1 
2 
3 

Category Document 

A Cover letter 
A Transmittal document 
A Administrative volume 
c Confidential statement of formula 
A Administrative volume (redacted copy) 
A Supplemental information 
B Efficacy report 

Page2 of2 

Hard .pdf or 
Copy Word file 

...) ...) 

...) ...) 
...) 
...) 

,1. 
...) "-v'· __ ,---

...) 

•. ,_,. 

Should you require any additional information regarding this submission please fee). fre,e to 
contact Dr. Russell Schneider in our Washington office (202-383-2866) or me directly (1.1):j. . .)694-
3!43). 

Sincerely, 

~~>~,~~e_ 

Natalia N. Bogdanova, D.V.M. 

cc: Mike Mendelsohn, EPA/OPP/BPPD 
Russell Schneider, Monsanto 
Monsanto Regulatory Files 

Monsanto Company 06-CR-172E-2 

,_' ·.' 



TRANSMITTAL DOCUMENT 

SUBMITTED BY 

Monsanto Company 
800 N. Lindbergh Blvd. 

St. Louis, MO 63167 

REGULATORY ACTION IN SUPPORT OF WHICH 
THIS DOCUMENT IS SUBMITTED 

Monsanto Company 

EPA File 524- LTL and 524-LTA 

TRANSMITTAL DATE 

March 9, 2007 

MONSANTO REFERENCE No. 

06-CR-172E-2 

04-CR-172E-2 
Transmittal Document 

Page I of2 



LIST OF SUBMITTED DOCUMENTS 

Administrative Materials 

Volume 1. Administrative Materials for the Submission of Supplemental 
Infonnation to Address EPA Questions Regarding Applications 524-
LTL and 524-LTA to Register Insect-protected ComMON 89034 and 
MON.89034 x MON 88017 (MRID 46951400 and 46951300) 

Volume 2. N. N. Bagdanova. 2006. Supplemental Information to Address EPA 
Questions Regarding Applications 524-LTL and 524-L TA to Register 
Insect-protected Corn MON 89034 and MON 89034 x MON 88017 
(MRID 46951400 and 46951300) 

MRIDNumber 47079402 ----------------------
Volume 3. Headrick et al., 2006. Assessment of the efficacy of insect-protected corn 

MON 89034, MON 89034 x MON 88017, and MON 89034 x NK603 
against major insect pests in the field trials conducted in the U.S. during 
2005 . 

MRIDNumber 47079403 

Company Official: y'l~?;d"~ &-?'".z-?_...:;&Z-:?"­

Natalia N. Bogdanova, D.V.M. 
Regulatory Affa ·1rs Manager 
(314) 694-3143 

Company Name: Monsanto Company 

Company Contact: Russell P. Schneider, PhD. 

Monsanto Company 

Director, Regulatory Affairs 
(202) 383-2866 

04-CR-172E-2 
Transmittal Document 

Date 

Page 2 of2 



Sharfane 
Matten/DC/USEPNUS 

02/12/2007 12:31 PM 

To "BOGDANOVA, NATALIA N [AG/100or 
<natalia.n.bogdanova@monsanto.com> 
"BOGDANOVA, NATALIA N [AG/1000r 

cc <natalia.n.bogdanova@monsanto.com>, Alan 
ReynoldsJOC/USEPA/US@EPA, "REDING, H KEITH 

bee 

Subject Re: Notes from the phone conversation on February 6, 2007 

"' EJ 

Natalia-- Thank you for the phone conversation. I have a few corrections to the notes 
you have provided. See my comments in green below. Thanks. SRM 
----"BOGDANOVA, NATALIA N [AG/1000]" <natalia.n.bogdanova@monsanto.com> 
wrote: -----

To: "BOGDANOVA, NATALIA N [AG/1000]" <natalia.n.bogdanova@monsanto.com>, 
Sharlene Matten/DC/USEPA/US@EPA, Alan Reynolds/DC/USEPA/US@EPA 
From: "BOGDANOVA, NATALIA N [AG/1000]" <natalia.n.bogdanova@monsanto.com> 
Date: 02/08/2007 03:11PM 
cc: "REDING, H KEITH [AG/1000)" <h.keith.reding@monsanto.com>, "SCHNEIDER, 
RUSSELL P [AG/1920]" <russell.p.schneider@monsanto.com>, "LAHMAN, LINDA K 
[AG/1000]" <linda.k.lahman@monsanto.com>, Susanne Cerrelli/DC/USEPA/US@EPA, 
Mike Mendelsohn/DC/USEPA/US@EPA 
Subject Notes from the phone conversation on February 6, 2007 

Sharlene, 

Thank you for a very mformative conversation yesterday. This message is to summarize 
the key points of the discussion to make sure we are in agreement. 

In order to mamtain sweet corn in Monsanto's application to register MON 89034 and 
MON 89034 x MON 88017 the following plan was proposed: 

Sweet corn 
• In order to obtain registration for sweet and popcorn a limited dataset should be 

provided. 

• Leaf expression data for MON 89034 that will be provided by Monsanto should 
be sufficient to retain sweet corn in the application. EPA agrees we can collect 
expression data from the leaf of flowering MON 89034 sweet corn currently 
being grown in Hawaii. The leaf tissue is currently bemg harvested and the data 
is expected to be submitted to EPA in March 2007. 

• Limited efficacy data (leaf disk insect bioassay using ECB and FAW) will be also 
collected and provided to the Agency within similar timeframe. 

• If necessary, FAW and ECB efficacy can be confirmed in field efficacy trials at a 
single location in 2007-08. 

Comments on bullets 2-4: 

I didn't say just leaf expression data were adequate. What I said was that a leaf disc 
bioassay would be the first step one would need to support the sweet corn use. I then 
said that Monsanto would need both field efficacy data and field expression data and 



that this could be done using the MON 89034 sweet corn currently.being grown in 
Hawaii and such data would be submitted in Fall2007. One would have to explain 
how these data would be representative of other mainland growing areas for sweet 
corn. In addition to leaf expression, one needs pollen expression, stalk expression, 
and ear expression for pests such as corn earworm, fall armyworm. and European 
corn borer (although I would expect this pest to be of Jesser importance for sweet corn 
given where it is grown in the U.S.) at the appropriate Plant developmental stages. 

• The timing of actions for sweet corn should not affect field corn registration PRIA 
date unless that data is submitted later that January 2008. Sharlene indicateck 
that how the data submitted in March 2007 and later in 2007 to support the 
sweet corn use (insect resistance management issues} would affect the PRJA 
date needs to be discussed with Susanne Cerrelli and Mike Mendelsohn as 
well as any administrative or regulatory question. 

Popcorn 
• Popcorn varieties of MON 89034 have not been developed yet. 
o Both field efficacy and expression data would need to be submitted at some 

future date to address insect resistance management should MON 89034 be 
registered for popcorn use. 

• Monsanto prefers that popcorn be retained in the registration request but as a 
condition of the registration. expression and efficacy data must be provided 
before MON 89034 can be commercialized in popcorn. Sha11ene pointed out 
that without any data to support the popcorn use that this would be unlikely. 
She indicated that this issue should be discussed further with the RALs, 
Susanne Cerrelli and Mike Mendelsohn. 

Please. let me know if we understood each other correctly. Thank you very much for 
your time and attention to MON 89034. 

Best regards, 

Natalia 

-----Original Message-----
From: BOGDANOVA, NATALlA N [AG/1000] 
Sent: Tuesday, February 05, 2007 11:19 AM 
To: 'matten.sharlene@epa.gov' 
Cc: REDING, H KEITH [AG/1000]; SCHNEIDER, RUSSELL P [AG/1920] 
Subject: Information for today's discussion 

Sharlene, 

Here is the information we would like to discuss in the call this afternoon. 

EPA Discussion Points for MON 89034 Sweet Com 

In a January 17, 2007 letter to Monsanto, EPA requested expression data on sweet com 
and popcorn to perfonn an IRM assessment. 

• We can provide expression data on MON 89034 sweet com by 

• 

mid-March 2007. We currently have MON 89034 sweet com growing in 
Hawaii. The plants are at the flowering stage. We plan to take leaf samples 
from up to 10 plants and detennine the dry weight expression ofCrylA.l 05 and 
Cry2Ab2. 

• Field com, popcorn and sweet com ail belong to the taxonomic 

) 

) 



group Zea mays subsp. mays ; therefore, we expected that the expression level 
for sweet com and popcorn to be in the range seen for field com. 

• The proposed IRM plan for sweet com requires no structured 
refuge but rather destruction of the stalks after harvest, before the larvae can 
mature. Therefore, the expression level of the proteins should have no impact 
on the overall IRM plan. 

• MON 89034 has not been bred into popcorn at this time. However, 
we would like popcorn included on the label to allow for future use in popcorn. 

Look forward to talk to you. 

Natalia 

Natalia N. Bogdanova., D.V.M. 
Regukltory Affairs Mana.ger 
Monsanto Company 
BOO North Lindbergh Blvd., 
St. Louis, MO 63167 

Tel. (314) 694-3143 
FAX (314) 694-3080 

This e-mail message may contain privileged and/or confidential information, and Is 
intended to be received only by persons entitled to receive such Information. If you have 
received this e-mal'l in error, please notify the sender immediately. Please delete it and 
all attachments from any servers, hard drives or any other media. Other use of this 
e-mail by you is strictly prohibited 

All e-mails and attachments sent and received are subject to monitoring, reading and 
archival by Monsanto. The recipient of this e-mail is solely responsible for checking for 
the presence of "Viruses" or other "Malware'~ Monsanto accepts no liability for any 
damage caused by any such code transmitted by or accompanying this e-mail or any 
attachment. 



Sharlene, 

"BOGDANOVA, 
NATALIA N [AG/1000r 
<natalia.n.bogdanova 
@monsanto.com> 

02/08/2007 03:11 PM 

"BOGDANOVA, NATALIA N [AG/1000]" 
To <natafia.n.bogdanova@monsanto.com>, Sharlene 

Matten/DC/USEPA/US@EPA, Alan 
"REDING, H KEITH [AG/1000]" 

cc <h.keith.reding@monsanto.com>, "SCHNEIDER, RUSSELL 
P [AG/1920r' <russel!.p.schneider@monsanto.com>, 

bee 
Subject Notes from the phone conversation on February 6, 2007 

Thank you for a very informative conversation yesterday. This message is to summarize 
the key points of the discussion to make sure we are in agreement. 

In order 1o main1ain sweet corn in Monsanto's application to register MON 89034 and. 
MON 89034 x MON 880"1 7 the following plan was proposed: 

Sweet corn 
• In order to obtain registration for sweet and popcorn a limited dataset should be 

provided. 
• Leaf expression data for MON 89034 that will be provided by Monsanto should be 

sufficient to retain sweet corn in the application. EPA agrees we can collect 
expression data from the leaf of flowering MON 89034 sweet corn currently being 
grown in Hawaii. The leaf tissue is currently being harvested and the data is 
expected to be submitted to EPA in March 2007. 

• Limited efficacy data (leaf disk insect bioassay using ECB and FAW) will be also 
collected and provided to the Agency within similar 1imeframe. 

• If necessary, FAW and ECB efficacy can be confirmed in field efficacy trials at a 
single loca1ion in 2007-08. 

• The timing of actions for sweet corn should not affect field corn registration PRIA 
date unless that data is submitted later that January 2008. 

• All administrative questions should be further addressed to Mike Mendelsohn and 
Susanne Cerel!i. 

Popcorn 
• Popcorn varieties of MON 89034 have not been developed yet. 
• The same data requirement will apply to popcorn and can be submitted at a later 

date 
• Monsanto prefers that popcorn be retained in the registration request but as a 

condition of the registration, expression and efficacy data must be provided 
before MON 89034 can be commercialized in popcorn. 

Please, Jet me know if we understood each other correctly. Thank you very much for your 
time and attention to MON 89034. 

Best regards, 

Natalia 



-----Original Message-----

From: 80GOANOVA, NATALIA N [AG/lOOOJ 

Sent: Tuesday, February 06, 2.00711:19 AM 

To: 'matten.sharlene@epa.gov' 

Cc: REOING, H KEITH [AG/1000]; SCHNEIOER, RUSSELL P [AG/192.0] 

Subject: Information for today's discussion 

Sharlene, 

Here is the information we would like to discuss in the call this afternoon. 

EPA Discussion Points for MON 89034 Sweet Com 

In a January 17, 2007 letter to Monsanto, EPA requested expression data 
on sweet com and popcorn to perfonn an IRM assessment 

• We can provide expression data on MON 89034 sweet 
com by mid-March 2007. We currently have MON 89034 sweet 
com growing in Hawaii. The plants are at the flowering stage. We 
plan to take leaf samples from up to I 0 plants and detennine the 
dry weight expression of Cry I A.l 05 and Cry2Ab2. 

• Field com, popcom and sweet com all belong to the 
taxonomic group Zea mays subsp. mays ; therefore, we expected 
that the expression level for sweet com and popcorn to be in the 
range seen for field com. 

• The proposed IRM plan for sweet com requires no 
structured refuge but rather destruction of the stalks after harvest, 
before the larvae can mature. Therefore, the expression level of the 
proteins should have no impact on the overall IRM plan. 

• MON 89034 has not been bred into popcorn at this time. 
However, we would like popcorn included on the label to allow for 
future use in popcorn. 

Look forward to talk to you. 

Natalia 



Natalia N. Bogdanova, D.V.M. 

Regulatory Affairs Manager 

Monsanto Company 

800 North Lindbergh Blvd., 

St. Louis, MO 63167 

Tel. (314) 694-3143 
FAX (314) 694-3080 

This e-mail message may contain privileged and/or confidential information, and is 
intended to be received only by persons entitled to receive such information. If you have 
received this e-mail in error, please notify the sender immediately. Please delete it and a/1 
attachments from any servers, hard drives or any other media. Other use of this e-mail 
by you is strictly prohibited. 

All e-mails and attachments sent and received are subject to monitoring, reading and 
archival by Monsanto. The recipient of this e-mail is solely responsible for checking for 
the presence of "Viruses" or other "Malware". Monsanto accepts no liability for any 
damage caused by any such code transmitted by or accompanying this e-mail or any 
attachment. 
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I 
STATEMENT OF NO DATA CONFIDENTIALITY CLAIM 

No claim of confidentiality is made for any information contained in this study on the 
basis of its falling within the scope ofFIFRA § IO(d)(I)(A), (B), or (C). 

Monsanto submits this material to the United States Environmental Protection Agency 
specifically under the requirements set forth in FlFRA as amended, and consent to the 
use and disclosure of this material by EPA strictly in accordance with FJFRA. By 
submitting this material to EPA in accordance with the method and format requirements 
contained in PR Notice 86?5, we reserve and do not waive any rights involving this 
material that are or can be claimed by the company notwithstanding this submission to 
EPA. 

Company: 

Company 
Agent: 

Date: 

Monsanto Company 

~~k / k.?a-?<~"'-
Natalia N. Bogdanova, D.V.M. 
Regulatory Affairs Manager 

March 9, 2007 
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GLP COMPLIANCE STATEMENT 

This volume provides the administrative materials for the submission of supplemental 
information to address EPA questions regarding applications 524~LTL and 524-LTA to 
register insect-protected corn MON 89034 and MON 89034 x MON 88017 (MRID 
46951400 and 46951300) and therefore were not developed in compliance with 40 CFR 
Part 160. 

Submitter 
Natalia N. Bogdanova, D.V.M. 
Regulatory Affairs Manager 

Monsanto Company 04-CR-172E-2 

Date 
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PI<'" rood 1 ,o/o '''= Fo=, , OMB No. 

Registration OPP Identifier 

&EPA 
United States = Number 

Environmental Protection Agency 

c>? 
Amendment 

Washington, DC 20460 
Other 

1for ,_ 
I I 

1 CompanyfProduct Number 2, EPA Product Manager 3. Proposed Classification 

File 1524-LTL and 524-LTA Sheryl Reilly 
Company/Product (Name) PM# ~ None 0 Restricted 

MON 89034 and MON 89034 x MON 88017 90 

5, Name and Address of Applicant (Include ZIP Code) 6. Expedited Review. In accordance with FtFRA Section 3(c)(3)(B)(i), my 

Monsanto Company product is similar or identical in composition and labeling to: 

800 North Lindbergh Blvd. EPA Reg. No. 

St. Louis, MO 63167 

0 Check if this is a 
Product Name 

II 

D Amendment- Explain below. 
Final printed labels in response to 

i= Agency tetter dated 

B Resubmission in response to Agency letter dated 

~ 
"Me Too" Application. 

Notification- Explain below. Other- Explain below. 

1 .use. 11 11 pa~e(s) i 
' I '~d "':"~:~~)' 

S"bm,;sl1o~0o;~~~~;;;:' ;~!";;;";~o;9~3~~d~~~ ~'~d 524-LTL 524-LTA to Register Insect-

I 

Chlld·Res1stant Packaging Unit Packag1ng Water Soluble Packaging I'· ill i ' 
D Yes• Oves Oves p Metal 

ONo ONo ONo p Plastic 

Glass 
* Certification must 1".'"!' ~o. per ! ~.,.,, ~o pee F 

Paper 
be submitted Unit Packaging wgt. Containe1 Package wgt. ' p 

Other 

3. Location o/ Net Contents Information 4. Size(s) Retail Container i of Label i 

0 Label 0 Container 
VarloHs 

a ,On Label 

l pro/loot 

6, Manner in Which Label is Affixed to Product 
F 

Lithog1aph U Other 

r Paper glued 

il 

I ·~·· 
Telephone No~ ' 

I ~:~e Title Code) 
o, I , Affairs (202) 383-2866 

; 6, Date Appl'lcation 
I certify that /he s/a/emen/s I have made on /his form and a attachments /hereto are true, accurate and complete. 

Received I ac!mowledge /hat any knowingly false or misleading s/atement may be punishable by fine or imprisonmen/ or 
bolh under applicable Jaw. 

(Stamped) 

4£//<~d. 
3. Tille 

Regulatory Affairs Manager 

' ; N•me o ums 
Natalia N. Bogdanova Tel. (3 I4) 694-3143 March 9, 2007 

' .L 
""" ; "'"'"' '". I WOlle il 'VUI'Y >sllow -, li tC 

Monsanto Company 04-CR-l72E-2 Page 6 of20 



CONFIDENTIAL STATEMENT OF FORMULA 

{CBI Cross Reference Number 1} 
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II.&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S. W. 

) WASHINGTON, D.C. 20460 

Certification with Respect to Citation of Data 
Applicant's/Registrant's Name, Address, and Telephone Number: EPA Registration Number I File Symbol: 

Monsanto Company, 800 North Lindbergh Blvd., St. Louis, MO 63167 Tel. 524-L Tl and 524-L TA 
(314) 694-3143 

Active lngredient)s) and/or representative test compound(s): Date: 

Bacillus fhun'ngiensis Cry1A.1 OS and Cry2Ab2 proteins and the genetic material March 9, 2007 
necessary for their production in com 

General Use Pattern{s) (list all those claimed lor this product using 40 CFR Part !58: Product Name: 

Terrestrial field crop > Lepidopteran-Protected Com (MON 89034) 

>- Lepidopteran and Coleopteran protected and 
glyphosate tolerant cor~{MoN 89034 x MON 88017} 

NOTE: If your product is a 100% repackaging of another purchased EPA-registered product labeled for all the same uses on your label, you do not 
need to submit this form. You must submit the Formulator's Exemotion Statement (EPA Form 8570-27 . 

0 I am responding to a Data-Call-in Notice, and have included with this form a list of companies sent offers of compensation {the Data Matrix 
form should be used for this ouroose . 

) Section 1: METHOD OF DATA SUPPORT (Check one method only) 

0 I am using the cite-all method o1 support, and have included with [:g] I am using the selective method of support (or cite-all option 
this form a list of companies set offers of compensation (the under the selective method), and have included with this form a 
Data Matrix Form shouk! be used lor this purpose). completed list of data requirements (the Data Matrix form must 

be us~dl. 

Section II: GENERAL OFFER TO PAY 

0 [Required if using the cite-all method or when using the cite-all option under the selective method to satisfy one or more data requirements] 

II ceh• offe • oth ofth 
' '" 

Section Ill: CERTIFICATION 
I certify that this application for registration, this form for reregistration, or this Data-Call-In response is supported by all data submitted or cited 

in the application for registration, the form for registration, or the Data-Call-In response. In addition, if the cite-all option or cite-all option under the 
selective method is indicated in Section 1, this application is supported by all data in the Agency's files that (1) concern the properties or effects of this 
product or an identical or substantially similar product, one or more of the ingredients in this product; and (2) is a type of data that would be required to 
be submitted under the data requirements in effect on the date of approval of this application if the application sought the initial registration of a product 
of identical or similar composition and uses. 

[:g] I certily that for each exclusive use study cited in support of this registration or reregistration, that I am the original data submitter or that 1 have 
obtained the written permission of the original data submitter to cite that study. 

I certify that for each study dted in support of this registration or reregistration that is not an exclusive use study, either: {a} I am the original data 
submitter; (b) I have obtained the permission of the original data submitter to use the study in support of this application; (c) all periods of eligibility for 
compensation have expired for the study; (d) the study is in the public literature; {e) 1 have notified in writing the company that submitted the study and 
have offered {i) to pay compensation to the extent required by sections 3(c](1 ){F) andfor 3(c)(2}(B) of FIFRA; and {ii) to commence negotiations to 
determine the amount and terms of compensation, if any, to be paid for the use of the study. 

I certify that in all instances where an offer of compensation is required, copies of all offers to pay compensation and evidence of their delivery in 
accordance with sections 3{c)( t)(F) and/or 3(c){2)(8) of FIFRA are available and will be submitted to the Agency upon request. Should I fail to produce 
such evidence to the Agency upon request, I understand that the Agency may initiate action to deny, cancel or suspend the registration of my product in 
conformity with FIFRA. 

t certify that the statements I have made on this form and all attachments to it are true, accurate, and complete. I acknowledge that 
any knowingly false of misleadin statement may be unishable b fine or imprisonment of both under the applicable law. 

Signature Date Typed or Printed Name and Title 

pd~k vv·<~aA-'~-M..-''~ March 9, 2007 Natalia N. Bogdanova, D.V.M., 

Regulatory Affairs Manager 

Please read ins/ructions on reverse before completing form. Form Approved. OMS No. 2070-0040. 
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oEPA 
Form Approved OMB No. 2070"0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washinqton, D.C. 20460 
Paperwork Reduction Act No!ico: The public reporting burden tor this collection ot information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response tor reregistration and special review activities, including lime for reading the instructions and completing the necessary torms. Send comments regarding the burden estimate or any 
other aspect of this collection ot information, including suggestions for reducing the burden to: Director, OPPE In/ormation Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street. S.W., Washington. DC 20460. Do not send the torm to this address. 

DATA MATRIX 
Date: March 9, 2007 EPA Reg. No./Fite Symbol: 524"L TL and 524- ~Page1of2 

LTA 
Apptican!'s!Re9istrant's Name & Address: 
Monsanto Company, 800 North Ltndber11h Blvd., St. Louis, MO 63167 Product: MON 89034 and MON 89034 x MON 88017 
Ingredient Bacillus thuringiensis Cry1A.105 and Cry2Ab2 proteins and the genetic material (vector PV-ZMIR245) necessary for their production in MON 89034 corn (OECD Unique Identifier: 
MON-89034-3 
Guidetine Reference 
Number Guidetine Study Name MRID Number Submi!!er Status Note 

N.N. Bogdanova. 2007. Administrative Materials for 
Submission of Supplemental tntormation to Address EPA 
Questions Regarding Applications 524-L TL and 524-L TA 
to Register Insect-protected Corn MON 89034 and MON 
89034 x MON 88017 (MR!D 46951400 and 46951300) 

Monsanto Compa_!!Y_ OWN This Submission 

N. N. Bogdanova. 2006. Suppemental Information to 
Address EPA Questions Regarding Applications 524-L TL 
and 524-L TA to Register Insect-protected Corn MON 
89034 and MON 89034 x MON 88017 (MRID 46951400 
and 46951300 Monsanto Comoan OWN This Submission 

Headrick et al., 2006. Assessment of the efficacy 

of insect-protected corn MON 89034, MON 89034 

x MON 88017, and MON 89034 x NK603 against 

major insect pests in the field trials conducted in 

the U.S. during 2005 Monsanto Com a'!Y_ OWN Tl11s Submission 
Date 

S"1gnature~~~ .--.4/ *'?C?:....C..-?~.:.:...._ Name and T1Ue March 9, 2007 
#~ c •.. Natalia N. Bogdanova. D.V.M. 

I Regulatory Affairs Manager 

® Monsanto Company 04-CR -172E-2 Page 9 of20 



,,.,,_ 

oEPA 

Date: March 9, 2007 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

to average 0.25 hours per 
instructions and completing the necessary fonns. Send comments regarding the burden estimate or any 

burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 

~..,__fo_L- ~ ~-?-~~~~ D.V.M. March 9, 2007 
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MON 89034 

Corn Borer -Protected Corn 
(OECD Unique Identifier: MON-89034-3) 

This product is effective in controlling damage caused by corn borer, fall armyworm, 
corn earworm and corn rootworm larval feeding on stalks, leaves, and ears of field corn, 
popcorn, and sweet com. 

Active Ingredient: 

Bacillus thuringiensis CrylA.l05 protein and the genetic material necessary for 
its production (Vector ZMIR 245) in event MON 89034 com (OECD Unique 
Identifier: MON-89034-3) ............................................... 0.0031 - 0.0084% 

Bacillus thuringiensis Cry2Ab2 protein and the genetic material necessary for its 
production (Vector ZMIR 245) in event MON 89034 corn (OECD Unique 
Identifier: MON-89034-3) ............................................... 0.0030- 0.0057% 

Other Ingredients: none 

Percentage (wt/wt) on a dry weight basis whole plant (forage). 

CAUTION 

KEEP OUT OF REACH OF CHILDREN 

NET CONTENTS'-~~-

EPA Registration No. 524-LTL 

EPA Establishment No. 524-M0-002 

Monsanto Company 
800 North Lindbergh Blvd. 
St. Louis, MO 63!67 

Monsanto Company 04-CR-172E-2 Page ll of20 



DIRECTIONS FOR USE 

It is a violation of Federal law to use this seed in any manner inconsistent with this 
labeling. The following information regarding commercial production must be included 
in the MON 89034 corn Technology Use Guide (TUG) and the Insect Resistance 
Management (IRM) Guide. 

MON 89034 protects corn crops from leaf, stalk, and ear damage caused by corn borers. 
In order to minimize the risk of these pests developing resistance to MON 89034 corn, an 
insect resistance management plan must be implemented which includes planting of a 
structured refuge. 

INSECT RESISTANCE MANAGEMENT 

Growers of MON 89034 must adhere to all of the following refuge requirements. 

Growers in counties in which no cotton is grown (e.g., counties in the northern corn belt) 
must plant a minimum of 5% non~lepidopteran~protected com as a structured refuge. 
Growers in counties in which cotton is grown must plant a minimum of 20% non~ 
lepidopteran~protected corn as a structured refuge. 

The refuge must be placed within Y2 mile (within 1;4 mile preferred) of the MON 89034 
field. When planting the refuge in strips, the strips must be at least four rows wide. 

Insecticide treatments for control of European corn borer, southwestern corn borer and 
corn earworm may be applied only if economic thresholds are reached for one or more of 
these target pests. Economic thresholds will be determined using methods recommended 
by local or regional professionals (e.g., Extension Service agents, crop consultants). 
Microbial Bt insecticides cannot be applied to the refuge acres. 

These refuge requirements will not apply to operations engaged in the propagation of 
inbred and hybrid seed com. 

CORN INSECTS CONTROLLED OR SUPPRESSED 

MON 89034 field com, sweet corn and popcorn produce the Bt proteins, Cry1A.I05 and 
Cry2Ab2, that control or suppress the following lepidopteran and coleopteran insects: 

European corn borer (Ostrinia nubilalis) 
Com earworm (Helicoverpa zea) 
Fall armyworm (Spodopterafrugiperda) 
Southwestern corn borer (Diatrea grandiosella) 
Southern cornstalk borer (Diatraea crambidoides) 
Sugarcane borer (Diatrea saccharalis) 

MON 89034 is a product of Monsanto's research program offering unique genetic 
characteristics for specific grower needs and may be protected by one or more of the 
following U.S. Patents: 38-21(52905); 38-21 (53618). 

Monsanto Company 04-CR-172E-2 Page 12 of20 



MON 89034 X MON 88017 

Corn Borer and Rootworm~Protected Corn 
(OECD Unique Identifier: MON-89034-3 x MON-88017-3) 

This product is effective in controlling damage caused by corn borer, fall armyworm, 
corn earwonn and com roohvorm larval feeding on stalks, leaves, ears, and roots of field 
corn, popcorn and sweet com. 

Active Ingredient: 

Bacillus thuringiensis Cry I A. I 05 protein and the genetic material necessary for 
its production (Vector ZMIR 245) in event MON 89034 com (OECD Unique 
Identifier: MON-89034-3) ............................................... 0.0031 - 0.0084% 

Bacillus thuringiensis Cry2Ab2 protein and the genetic material necessary for its 
production (Vector ZMIR 245) in event MON 89034 corn (OECD Unique 
Identifier: MON-89034-3) ............................................... 0.0030- 0.0057% 

Bacillus thuringiensis Cry3Bbl protein and the genetic materia[ necessary for its 
production (Vector ZMIR39) in event MON 88017 com (OECD Unique 
Identifier: MON-88017-3) ............................................... 0.0037- 0.0070% 

Other Ingredients: 

Substance produced by a marker gene and the genetic material necessary for its 
production (Vector ZMIR39) in event MON 88017 com (OECD Unique 
Identifier: MON-88017-3) ................................................ 0.0042 - 0.0069% 

Percentage (wt/wt) on a dry weight basis whole plant (forage). 

CAUTION 

KEEP OUT OF REACH OF CHILDREN 

NET CONTENTS ___ _ 

EPA Registration No. 524-LTA 

EPA Establishment No. 524-M0-002 

Monsanto Company 
800 North Lindbergh Blvd. 
St. Louis, MO 63167 

Monsanto Company 04-CR-172E-2 Page 13 of20 



DIRECTIONS FOR USE 

It is a violation of Federal law to use this seed in any manner inconsistent with this 
labeling. The following information regarding commercial production must be included 
in the MON 88017 corn Technology Use Guide (TUG) and Insect Resistance 
Management (IRM) Guide. 

MON 89034 x MON 88017 protects com crops from leaf, stalk, and ear damage caused 
by com borers and root damage caused by corn rootworm larvae. In order to minimize 
the risk of these pests developing resistance to MON 89034 x MON 88017 corn, an insect 
resistance management plan must be implemented which includes planting of a structured 
refuge. 

INSECT RESISTANCE MANAGEMENT 

For MON 89034 x MON 88017 corn grown in non-cotton growing regions of the United 
States, two options for deployment of the refuge are available to growers. Growers in 
counties in which no cotton is grown (e.g., counties in the northern corn belt) must plant 
a minimum of 5% non-lepidopteran-protected com as a structured refuge. Growers in 
counties in which cotton is grown must plant a minimum of 20% non-lepidopteran­
protected corn as a structured refuge. 

Growers may choose to plant a common refuge for both corn borer and corn rootworm 
pests, or they may choose to plant separate corn borer and corn rootwonn refuges. For 
growers who do not typically apply insecticides for control of corn borers, the common 
refuge option may be appropriate. In regions where corn borer infestations are high, 
growers may benefit from planting separate corn borer and corn rootworm refuges. This 
option is appropriate when corn borer infestations are expected to exceed economic 
thresholds. The benefit of a separate refuge allows the grower to manage corn borer in 
both the corn rootworm refuge (by planting corn borer-protected corn in this refuge) and 
corn borer refuge (by applying conventional insecticides) without having to spray the 
entire MON 89034 x MON 88017 field (Common Refuge Option: Refuge Management). 

I. Common Refuge Option 

a) Refuge Size- Growers must plant a minimum of 20% non-Bt corn as a structured 
refuge. This refuge size applies throughout the US. 

b) Refuge Placement and Configuration - The refuge must be placed within or 
adjacent to the MON 89034 x MON 88017 field. Refuge deployment options 
include continuous blocks adjacent to the MON 89034 x MON 88017 field, 
continuous blocks within the MON 89034 x MON 88017 field, strips around the 
MON 89034 x MON 88017 field, or strips within the MON 89034 x MON 88017 
field. When planting the refuge in strips, the strips must be at least four rows 
wide. 

c) Refuge Management- The refuge and MON 89034 x MON 88017 acres should 
be managed under comparable agronomic regimes. In MON 89034 x MON 
88017 fields where corn is cropped continuously, refuge acres should be planted 
in a continuous cropping regime. The refuge may be placed on first-year corn 

Monsanto Company 04-CR-172E-2 Page 14 of20 



acres only if the MON 89034 x MON 88017 corn is planted on first-year corn 
acres. Growers have the option of applying conventional insecticides to the corn 
refuge for control of corn rootworm larvae and other soil pests. The refuge can 
also be treated with a non-Bt insecticide to control late season pests such as corn 
borer or corn rootworm adults. However, if growers opt to treat the refuge while 
adult corn rootworm are present, then the MON 89034 x MON 88017 acres must 
be treated in a like manner. Microbial Bt insecticides cannot be applied to the 
refuge acres. 

2. Separate Refuge Option 

The Corn Rootworm Refuge: 

a) Refuge Size - Growers must plant a mmtmum of 20% non-corn rootworm­
protected corn (i.e., corn not containing Cry3Bbl protein) as a structured refuge. 
This refuge size applies throughout the US. This refuge should be planted with 
corn borer-protected corn (e.g., MON 89034). A separate com borer refuge also 
must be established (see Corn Borer Refuge below). 

b) Refuge Placement and Configuration - The refuge must be placed within or 
adjacent to the MON 89034 x MON 88017 field. Refuge deployment options 
include continuous blocks adjacent to the MON 89034 x MON 88017 field, 
continuous blocks within the MON 89034 x MON 88017 field, strips around the 
MON 89034 x MON 88017 field, or strips within the MON 89034 x MON 880!7 
field. When planting the refuge in strips, the strips must be at least four rows 
wide. 

c) Refuge Management- The refuge and MON 89034 x MON 88017 acres should 
be managed under comparable agronomic regimes. In MON 89034 x MON 
88017 fields where corn is cropped continuously, refuge acres should be planted 
in a continuous cropping regime. The refuge may be placed on first-year corn 
acres only if the MON 89034 x MON 88017 corn is planted on ftrst-year com 
acres. Growers have the option of applying conventional insecticides or seed 
treatments to the corn refuge for control of corn rootworm larvae and other soil 
pests. The refuge can also be treated with a non-Bt insecticide to control late 
season pests. However, if growers opt to treat the refuge while adult corn 
rootworm are present then the MON 89034 x MON 88017 acres must be treated 
in a like manner. Microbial Bt insecticides cannot be applied to the refuge acres. 

The Corn Borer Refuge: 

a) Refuge Size- Growers in counties in which no cotton is grown (e.g., counties in 
the northern corn belt) must plant a minimum of 5% non-Bt corn as a structured 
refuge. Growers in counties in which cotton is grown must plant a minimum of 
20% non-Bt corn as a structured refuge. 

b) Refuge Placement and Configuration- The refuge must be placed within \0 mile 
(within\!.! mile preferred) of the MON 89034 x MON 88017 and com rootworm 
refuge fields. When planting the refuge in strips, the strips must be at least four 
rows wide. 

Monsanto Company 04-CR -l72E-2 Page 15 of20 



c) Refuge Management - Growers have the option of applying conventional 
insecticides or seed treatments to the refuge for control of corn rootworm larvae. 
Insecticide treatments for control of European corn borer, southwestern corn borer 
and corn earworm may be applied only if economic thresholds are reached for one 
or more of these target pests. Economic thresholds will be determined using 
methods recommended by local or regional professionals (e.g., Extension Service 
agents, crop consultants). Microbia! Bt insecticides cannot be applied to the 
refuge acres. 

These refuge requirements will not apply to operations engaged in the propagation of 
inbred and hybrid seed corn. 

Monsanto Company 04-CR-172E-2 Page 16 of20 



MON 89034 corn refuge placement and configuration options: 

Examples of a Within Field Refuge: 

Ed es 

Example of an Adjacent and Separate Field Refuge 

~-cG:.i~. 
Adjacent: 
Separated by road, path, 
ditch, etc., but 
not by another field. 

Separate: 

Stri s 

Legend 

[J MON 89034 Corn 

~ Refuge Com; 2': 4 rows wide 

~ Non-Bt crop 

• • Road, path, ditch, etc. 

MON 88017 corn refuge placement and configuration options: 

Examples of a Within Field Refuge 

Block Edges Strips 

Example of Adjacent Field Refuge 

Adjacent: 
Separated .by road, path, ditch, etc., but 
not by another field. 

Monsanto Company 

D MON 88017 Corn 

~ Refuge Corn (2: 4 rows wide) 

• • Road, path, ditch, etc. 

04-CR-172E-2 Page 17 of20 



MON 89034 x MON 88017 corn: Common refuge placement and configuration 
options for MON 88017 and MON 89034 

Examples of Within Field Common Refuge for MON 88017 and MON 89034 

Block Edges 

Example of Adjacent Field Common Refuge 
for MON 88017 and MON 89034 

• • • • • 
=-"---'--="--"-.J• 

Adjacent: 
Separated by road, path, ditch, etc., but 
not by another field. 

Monsanto Company 

Strips 

Legend 

CJ MON 89034 x MON 88017 Corn 

~ Refuge Corn P- 4 rows wide) 

a 1 Road, path, ditch, etc . 
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MON 89034 x MON 88017: Separate refuge placement and configuration options 
for MON 88017 and MON 89034 

Examples of within field MON 88017 
and Separate Field MON 89034 Refuge 

Block Edges 

Example of Adjacent Field MON 88017 
and Separate Field MON 89034 Refuge 

• Adjacent: 
Separated by road, path, ditch, 
etc., but not by another field. 

Monsanto Company 

:::: Yz Mile: 

04-CR -172E-2 

Strips 

Legend 

0 MON 89034 X MON 

8BJ MON 88017 Refuge- MON 89034 
(;:: 4 rows wide) 

~ MON 89034 Refuge (2:: 4 rows wide) 

R"'. N ltJ on-corn crop 

• I Road, path, ditch, etc. 
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CORN INSECTS CONTROLLED OR SUPPRESSED 

MON 89034 field corn, popcorn, and sweet corn produce the Bt proteins, Cry I A. I 05, 
Cry2Ab2, and Cry3Bbl, that control or suppress the following lepidopteran and 
coleopteran insects: 

European corn borer (Ostrinia nubilalis) 
Corn earworm (Helicoverpa zea) 
Fall armyworm (Spodopterafrugiperda) 
Southwestern corn borer (Diatrea grandiosella) 
Southern cornstalk borer (Diatraea crambidoides) 
Sugarcane borer (Diatrea saccharalis) 
Western corn rootworm (Diabrotica virgifera virgifera) 
Northern corn rootworm (Diabrotica barberi) 
Mexican corn rootworm (Diabrotica vtrgifera zeae) 

MON 89034 x MON 88017 is a product of Monsanto's research program offering unique 
genetic characteristics for specific grower needs and may be protected by one or more of 
the following U.S. Patents: 38-21(52905); 38-21 (53618); 4,940,835; 5,164,316; 
5,188,642; 5,196,525; 5,322,938; 5,359,142; 5,633,435; 5,641,876; 5,717,084; 5,728,925; 
5,804,425; and 6,501,009. 

Monsanto Company 04-CR-172£-2 Page 20 of20 
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Administrative Materials for the Submission of Supplemental Information to Address 
EPA Questions Regarding Applications 524-LTL and 524-L TA to Register Insect­

protected Corn MON 89034 and MON 89034 x MON 88017 

Monsanto Company 

(MRlD 46951400 and 46951300) 

CONFIDENTIAL ATTACHMENT 

Author 

Natalia N. Bogdanova, D.V.M. 

Registrant Submission Date 

March 9, 2007 

Registrant Submitting 

Monsanto Company 
800 N. Lindbergh Blvd. 

St. Louis, MO 63167 

Registrant Document No. 

04-CR-172E-2 

Volume 1 of 3 

04-CR-172E-2 
Confidential Attachment 
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EPA Registration File No. 524-576 Vol. # 1. 

Page is not included in this copy. 

Pages _c2~5~8~---- through ~2~6~0 __ __ are not included in this copy. 

The material not included contains the following type of 
information: 

Identity of product inert ingredients. 

Identity of product impurities. 

Description of the product manufacturing process. 

Description of quality control procedures. 

Identity of the source of product ingredients. 

Sales or other commercial/financial information. 

_____ A draft product label. 

X The product confidential statement of formula. 

Information about a pending registration action. 

FIFRA registration data. 

The document is a duplicate of page(s) 

The document is not responsive to the request. 

Internal deliberative information. 

______ Attorney-client communication. 

_____ Claimed confidential by submitter upon submission to the 
Agency. 

Third party confidential business information. 

The information not included is generally considered confidential 
by product registrants. If you have any questions, please contact 
the individual who prepared the response to your request. 



Natalia N !Jogdrmom, D.V.M. 
R~g11/aton· Affairs Mauagcr 
(3!4)694-)!43 

Document Processing Desk 

MONSANTO 

February 5, 2007 

Office of Pesticide Programs (7504C) 
U.S. Environmental Protection Agency 
One Potomac Yard 
2777 S. Crystal Drive 
Arlington, VA 22202-450 I 

Attn: Dr. Sheryl Reilly 

~·]ON SANTO COMPANY 

Soo NoRTH LIN081:~GH Slvo 

Sr. LOUIS, MrssouRr6jl67 

http:/ /www.monsanto.com 

• 
·~·-
••• • • • •• • 

"·., ' 

~ '-< • 
• • .. 

Subject: Memorandum of Understanding; EPA Petition Numbers 6F7142 and 6F7143; 
EPA File Symbols: 524-LTA and 524-LTL 

Dear Dr. Reilly, 

I would like to thank you and the other members of your team for meeting with Monsanto 
on January 25, 2007 to address reviewer's questions regarding the IRM plan proposed for 
Monsanto's second generation lepidopteran-protected com product MON 89034 (EPA 
File Symboi524-LTL). 

The summary and conclusions from our conversation are provided below. Please add to 
or revise them if your understanding of the meeting differs. 

EPA Participants: 
Sheryl Reilly, Sharlene Matteo, Mike Mendelsohn, Tess Milofski, Alan Reynolds, 
Susanne Cerelli, Particia Moe 

Monsanto Company Participants: 
Russell Schneider, Linda Lahman, Graham Head, Natalia Bogdanova 

The discussion focused around the January 17, 2007 letter from EPA that outlined 
general questions and requests for information, and specific questions related to the 
proposed IRM plan for MON 89034. Graham Head presented an outline of the IRM plan 
and discussed the underlying data. Questions listed below (in italics) are quoted from the 
letter of January 17,2007. 

o o o • a o . , . 
0 • 

•••••• • • •• 



Dr. S. Reilly 
February 5, 2007 

General q1Iestions: 

Page2of3 

I. The insect resistance management (JRM) package for MON 81)034 x MON 88017 is 
d~jicient. There is no bridging rationale provided that links the dose and efficacy of the 
stacked product to that of each single gene product for each turget pest as justijicati011 
for the proposed IR.M plan for the stacked product. 

Monsanto will provide a bridging rationale that includes expression and efficacy data 
against target pests by comparing single and combined trait prod11cts. 

2. Etpression data are necessary for popcorn and sweet corn in order to pe1jOrm the 
IRM assessment. 

For the IR.i\1 assessment of MON 89034 sweet com and popcorn, the Agency requested 
limited expression and efficacy data to bridge with data obtained for field com. 
Information regarding the similarity of sweet com to field com and relevance to IRM 
would not be s11fficient for the existing EPA framework. Information developed for 
sweet com can be applied to popcorn. Monsanto will follow up on the request in a 
response letter. 

3. The tolerance petitions requests that 40 CFR Part 180 be amended to remove time 
limitation for the tempormy exemptions from the requirement of a tolerance. These need 
to he mod!fied so that you request to amend 40 CFR Pnrt 174.453 and 174.454 to make 
tbem permanent exemptions from the requirement of a tolerance. Temporary tolemnce 
exemption::; not only have time limitations, but are Iinke!/ to speq"(ic experimental use 
permits. 

As directed by EPA Monsanto will re-submit petitions to amend temporary tolerances for 
the CrylA.I05 and Cry2Ab2 proteins with requests for permanent tolerances to s11pport 
the registration reqLLest for MON 89034. In addition, Monsanto will extend the request to 
include all crops and commodities based on confirmation from.EPA. This action has no 
impact on. timelines for MON 89034. 

4. IRM-specific questions: 
a. What are the relative contributions of each toxin (i.e., dose (?{each toxin and 

selection)? Explain "dose" stndies and yottr assumptions about dominance and 
inheritance of resistance. 
b. How is Roush's mode/used for predicting resistance (relative contribution of 
each to.tin) to ECB? What are the assumptions? 
c. What infOrmation relative to each toxin, is being fitted to the Monsanto revised 
bollworn1 model? 

Graham Head addressed the above questions in the presentation. Monsanto will provide 
additional clarification on the methods used to assess the level of control (dose) conferred 
by each of the Cry lA.! 05 and Cry2Ab2 components in MON 89034, and how these data 

) 

) 



Dr. S. Reilly 
February 5, 2007 

Page 3 of3 

are incorporated into mathematical models for the different target pests. However, no 
additional data should be necessary. Monsanto will also provide the PowerPoint 
presentation that was used at the meeting. 

The following topics were also discussed: 

• Benefits data and content of a Public Interest Document (PID) that Monsanto 
provides to EPA for each product were discussed. Sharlene Matten provided a 
handout with guidance on information the Agency would need, including the activity 
of our product On fall armyworm. Monsanto plans on submitting MON 89034 and 
MON 89034 x MON 88017 PIDs later this year. 

• The Agency indicated that it was helpful to the reviewer to have relevant background 
data such as expression in the IRM volume. Monsanto pointed out that Volume 2 of 
the submission coritains a summary of the submission and can be used as reference 
for each study if necessary. 

Based on this conversation, Monsanto will provide responses to the questions poSed in 
the EPA letter of January 17 within the next two weeks. 

We would appreciate an affirmation of EPA's agreement with these notes. If you would 
like to discuss this memorandum of understanding, please contact Dr. Russ Schneider at 
(202) 383-2866 or me at (314) 694-3143. 

cc: Russ Schneider/Monsanto 
Monsanto Regulatory Files 

Sincerely, 

Natalia N. Bogdanova, D.V.M. 
Regulatory Affairs rVianager 
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The Second Generation Lepidopteran-protected 
Corn Product MON 89034: IRM Considerations 

(Vector PV-ZMIR245) 

Dr. Natalia Bogdanova 
Dr. Graham Head 

Monsanto Company 
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------·-------·--·-·-···-······· 

• Product Overview and Status 

• IRM considerations for MON 89034 

• Discussion 
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Second Generat'' 
protected Corn· 1;:~~ 

---·~-~-·-----~-~---------~~-·-""'"""'' •" --····~· --- '" 

MON 89034 
• Vector PV-ZMIR245 

~, 

Jlvdopteran-
' Description 

······""'""~"' 

• Active Ingredients- Cry2Ab2 and Cry1A.1 05 
• Inert Ingredient - None 

MON 89034 x MON 88017 

• Produced by conventional breeding of MON 89034 and MON 
88017 
• Vectors PV-ZMIR245 and PV-ZMIR39 . 
·Active Ingredients- Cry2Ab2 and Cry1A.1 05, and Cry3Bb1 
• Inert Ingredient- CP4 EPSPS 

Monsanto Company 3 
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Product . ~· '>; c''·'· e pt 4 ~:0 ~; t,qt• 

./ Increased spectrum of activity against lepidopteran 
insect pests compared to MON 810 

Ostrinia - ECB 
Diatrea - SWCB, SCB 
Additional activity: 
Spodoptera - FAW 
He/icoverpa - CEW 

./ IRM benefit: produce two Bt proteins, Cry1 A.1 05 and 
Cry2Ab2 

./ In addition: 
' >- ·Combination with MON 88017 offers CRW 

protection and herbicide tolerance 

Monsanto Company 4 
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Currer1·~ t 11 US -\ "' lit 

---------~----·---- ........ . 

./ Temporary tolerance exemptions for Cry1 A.1 05 and Cry2Ab2 
protein granted in June 2006 

./ Field testing ongoing under an EUP (524-EUP-97) 

./ Applications to register MON 89034 and MON 89034 x MON 
88017 submitted in September 2006 

./ Petitions to amend temporary tolerance exemptions for 
Cry1 A.1 05 and Cry2Ab2 to remove time limitations submitted 
in November 2006 

Monsanto Company 5 
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Overv! 
-------- --------------····-····· -------

o The dual effective dose concept 

o MON 89034 as a dual effective dose 
product 
• Low likelihood of cross-resistance 

between Cry1 A.1 05 and Cry2Ab2 

• High level of control of key target pests 

o I RM considerations 

Monsanto Company 7 
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Dual EffectivEJ )t,H Concept 

o For a product with two Bt proteins, the IRM 
benefit is greatest when Bts are not cross­
resistant and each gives at least 95% 
control of target pests = Dual Effective Dose 
• Value is considerable if at least one protein gives 

>95% control 

o Dual Effective Dose (OED) against key 
target pests: 
• Demonstrate high level of control by each 
. protein 

• Demonstrate low probability of cross-resistance 

Monsanto Company 

® 
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With one f r·---";: ~-., - nrotein: 
Eliminate most of the resistant alleles from the population using a high dose 

---···-~-~--~----~·-------·-·-~·-~-~~·----· _ 0 ' "'"'-"'W""'-''OT-T~'"""-~'-~~---~--~--.0-~••"•••-•• 

Possible Genotypes 

Resistance 

G~ ~ 
Susceptible subpopulation Partially resistant subpopulation Resistant subpopulation 

The most effective way to eliminate resistant alleles is killing partially resistant insects 
because these Aa insects are much more common than the fully resistant aa insects. 

High dose is the concentration needed to kill the susceptible and partially resistant insects. 

9 
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With two Pt ·' . 
d ote1ns: 

Eliminate most of the resistant alleles from the population using an effective dose of each protein 
AA~-~-·' -~< __ , ..... '"~~- .. ·-·--···--·--~-~·-..._·-····- ---· ·o<<-'<•• 

Susceptible subpopulations 
",.---~--....., 

.. "' '\ 
/ ' ( ' 

I \ 

\ AA ) 

'-...___/ 

Partially resistant 
subpopulations 

GG 
We assume that the two resistant loci assort independently. 

/,/-~ . ' 

I AA \~ 
\ 1~ or , ___ / 
G) or 

@ 

IRM goal is an effective 
dose of both proteins to 
kill insects susceptible 
to either protein. This is 
because the insects we 
need to control in this 
case are those resistant 
or partly resistant to one 
protein but susceptible 
to the other protein 
(AAbb, AABb, AaBB 
and aaBB). 

Resistant subpopulations 

Gil@ 

Other resistant phenotypes 
are rarer (AaBb, Aabb, 
aaBb and aabb) and are less 
important 

EX3~ 
~G@ 

fill 

10 
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With two 81 1roteins: ® 
(assume alr; . i 002) 

""'··- >'-- ----·-~· 

AB Ab aB ab 

AB AABB AABb AbBB AaBb , 
99.2 0.20 0.20 0.0004 

' i 

Ab AABb AAbb AaBb Aabb I 

0.20 0.0098 0.0004 0.0000008 
i 

aB AaBB AaBb aaBB aaBb 1 

' 

0.20 0.0004 0.0004 0.0000008 

ab AaBb Aabb aaBb Aabb 
0.0004 0.0000008 0.0000008 • 0.0000000016 

Compared with one protein, where Aa = 0.4% and aa = 0.0004% 
11 



Dual Effecthl!i;t r, t:, Criteria 

o Modeling by Roush based on diamondback 
moth (DBM) genetics 

11 Resistance is partially recessive (heterozygotes 
show some resistance) 

o Little or no cross-resistance and 95% control of 
susceptible insects is desired 
• If resistance is more recessive, then Dual Effective 

Dose products are even more durable 

o This modeling is the basis for the IRM decisions 
made for Bt cotton in Australia 

Monsanto Company 12 
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00 ~~(» Refuge ~ Durability of DEJ 

Durability of S~n~f' ~,, h 20%, Refuge 

1 DO r -

~ 80 0 

0 
I() 
II 
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~ 60 ~ 
:l I 
"' c: 
0 40 :;::: 
E 
Q) 
c: 
Q) 
(!) 

'" ·---- -----·-- ---·---~"---

I ._Two-gene OED 

· G · Single-gene 

20 f ? 
o G·G· -G· · · -8· ·. -EJ· ...... -. 0-. · ... ·- -G· · · ·· · · · .EJ 

0 10 20 30 

Refuge percentage 
Monsanto Company 
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Low Likelihood of i 1 "•ss~resistance 

Between Cry1 .A ~· : t Cry2Ab2 
___ . (comgara_b1fLJ0 .... -~Jll _________ _ 

o Substantial sequence and structural 
differences suggest differences in mode 
of action 

o Differences in binding receptors and 
kinetics of binding 

o No significant cross-resistance of 
Cry2Ab2-resistant Helicoverpa armigera 
toCry1A.105 · 

Monsanto Company 14 
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f r:~r'ior Use of No Significant Imp~:; 
Cry1Ab-expressinr r1 MON 89034 

---·-····*'-~~·---·"'--"'~-----'"----~~.-----"'' ~·····. ··------ .... 

o Differences in binding characteristics of 
Cry1 Ab and Cry1 A.1 05 

o No significant cross-resistance of Cry1 Ab­
resistant ECB to Cry1 A.1 05 

o No evidence of increased Cry1 Ab­
resistant allele frequencies in US 
populations of ECB, SWCB and CEW 
over the past decade · 

Monsanto Company 15 
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Level of Control 
. •t 1n VI ro p ... 

f\110N 89034: 
· A·ays ·:r- ""n~ . . . 

MIC90 (ppm) 

Species Cry1A.105 Cry2Ab2 

ECB 0.36 3.40 

SWCB 5.40 28.4 

CEW 10.7 52.9 

o Compare with MON 89034 expression 
levels in leaf of 20-30 ppm for Cry1 A.1 05 
and Cry2Ab2 

Monsanto Company 
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ECB Control b 
in planta (It:,~ 

---,~-"--··-··-- --~--~~~-,_;,....,._....·~~-·'~ --- -

no ,-------, 

90 

80 

70 

~ 60 ,. 
w 
; 50 

" -~ c. 40 

30 

20 

1J 

0 

-~" . 

ttl,ON 89034: 
.~- , 1ssays 

\ o Survival Tl, 
! i 
I• Relative Mass I . I 

Non-Bt corn Cry1A.:D5-only Cry1A..1J5-onty Cry2Ab2-only Cry2Ab2-only MON89034 

Monsanto Company 
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90 

SWCB Control '"' 
in planta (lea 

VIClN 89034: 
' ¥: ~ (J; - , -:lssays 

-,.,,.,, ______ ~----~~-~-

lB Survival 

• Relative Mass 
80 _, 

70 

~ 60 

"' ~ -= 50 ~ 
e -~ 
Q. 40 

30 

20 

1l 

0 

Non-Bt corn Cry .... tl5-only Cry .... tl5-only Cry2Ab2-only Cry2Ab2-only M ON89034 

Note the small size of surviving larvae. 
Monsanto Company 18 
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~ 
CEW Control f··· .I()N 89034: 
in planta 0 *Ssays 

1JO 

I D Survival 
90 

• Relative Mass 
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Non-Btcorn Cry1A:D5-only Cry1A.tl5~only Cry2Ab2-only Cry2Ab2-only MON89034 
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Level of Controf ~~, v' MON 89034: 
Overall 1; , \ ~ons 

o ECB: OED (>>95o/o control from each 
protein) level of control 

o SWCB: approximately 95°/o control 
(probably greater) for Cry1 A.1 05 and 
approx. 90o/o control for Cry2Ab2 

o CEW: similar pattern to SWCB 

Monsanto Company 

® 
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Modeling MON f11 ~j :·34 Durability: 
r: ~"· 

l• ;::, "'& 
"'itrb" >' 

" .j 

o Conservatively fitted by the modeling of Roush 
that assumed partially recessive resistance (the 
DBM model) 

o ECB: level of control by each protein is so high 
that a refuge <<5% could still provide durability 
equivalent to current single-gene products 

o SWCB/CEW: level of control by each protein is 
approximately 95% (and CEW over-wintering is 
very limited in this region) so a 5% refuge 
supportable · 

Monsanto Company 21 
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Modeling MON gr~ 1}34 Durability: ~ 
Cotton-gr() r, egion 

o Used modeling developed for Natural Refuge 
initiative to model CEW in the southern US 

o Assumed that Natural Refuge is granted for 
Bollgard II cotton and MON 89034 is fully 
cross-resistance to Bollgard II 

o 20% refuge gives 25 yr durability 

Monsanto Company 22 
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IRM Plan frd ~'! 1 )1\1 89034 

o 5% refuge size proposed for the Corn Belt 
based on the two independent, highly effective 
modes of action of Cry1 A.1 05 and Cry2Ab2 

o 20% refuge size proposed for cotton-growing 
areas - complements CRW 

o I RM elements otherwise comparable to current 
products 

o Risk reduced relative to single-gene products 
with current refuge sizes 

Monsanto Company 

fiD 
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nBOGDANOVA, 
NATALIA N [AG/1000r' 
<natalia. n. bogdanova 
@monsanto.com> 

01/22/2007 04:30PM 

~~ &Jo~ 
(}"~ ~) 

wf~ 

To Susanne Cerrelli/DC/USEPA!US@EPA 

Mike Mendelsohn/DC/USEPA!US@EPA, "SCHNEIDER, 
cc RUSSELL P [AG/1920]" 

<russell.p.schneider@monsanto.com> 
bee 

Subject RE: EPA File Symbols: 524-L TA and 524-L TL please see 
attached letter 



Dear Ms. Cerrelli, 

As I am preparing a response to the Agency's letter from January 
17 I would 
like to clarify question #3: 

"The tolerance petitions request that 40 CFR Part 180 be amended 
to remove 
time limitations for the temporary exemptions from the requirement 
of a 
tolerance. These need to be modified so that you request to amend 
40 CFR 
Part 174.453 and 174.464 to make them permanent exemptions from 
the 
requirement of a tolerance. Temporary tolerance exemptions not 
only have 
limitations, but are linked to specific experimental use permits." 

The petitions from Monsanto (November 14, 2006) were to "remove 
time 
limitation by amending temporary exemption from the requirement of 
a 
colerance for Bacillus thuringiensis CrylA.l05 (Cry2Ab2) 
insecticidal 
protein and the genetic material necessary for its production in 
corn when 
used as plant-incorporated protestant in food and feed commodities 
of field 
corn, sweet corn and popcorn (40CFR §174.453} ." 40CFR §174.454 for 
Cry2Ab2. 

References to 40CFR §174.453 and 40CFR §174.454 are given on the 
titles in 
the parentheses. Please, let me know whether any other place in 
the 
petition would be appropriate for this reference or the current 
title is 
sufficient. 

I would appreciate your clarification on the subject. 

We would like to address IRM-related questions during the upcoming 
meeting 
(January 25}and will include the response in the letter that will 
follow. 
We plan to address all indicated questions in a formal response by 
January 
31, 2007. Please, let me know if you have any additional 
questions or 
suggestions. 

Thank you very much. Look forward to meeting you on Thursday. 

Best regards, 
Natalia 

-----Original Message-----
From: Cerrelli.Susanne@eoamail.epa.gov 
[mailto:Cerrelli.Susanne@epamail.epa.gov] 



Sent: Wednesday, January 17, 2007 2:53PM 
To: BOGDANOVA, NATALIA N [AG/1000] 
Cc: Mendelsohn.Mike@epamail.epa.gov 
subject: EPA File Symbols: 524-LTA and 524-LTL please see attached 
letter 

Dear Dr. Bogdanova and Dr. Schneider-

Please contact me at your earliest convenience concerning any 
questions that 
you may have regarding the attached document .. 

(See attached file: -7841785.pdf) 

Regards, 

Susanne Cerrelli 

Regulatory Action Leader 
Microbial Pesticides Branch 
Biopesticides Pollution Prevention Division (7511P) 

703-308-8077(w) 

This e-mail message may contain privileged and/or confidential 
information, and is intended to be received only by persons 
entitled to receive such information. If you have received this 
e-mail in error, please notify the sender immediately. Please 
delete it and all attachments from any servers, hard drives or any 
other media. Other use of this e-mail by you is strictly 
prohibited. 

All e-mails and attachments sent and received are subject to 
monitoring, reading and archival by Monsanto. The recipient of 
this e-mail is solely responsible for checking for the presence of 
"Viruses" or other "Mal~r1are". Monsanto accepts no liability for 
any damage caused by any such code transmitted by or accompanying 
this e-mail or any attachment. 



Rebecca, 

To Rebecca EdelsteintDC/USEPA/US@EPA, Susanne 
Cerre!li/DC/USEPA/US@EPA 

ee 

bee 

Subject Fw: MON 89034 

FYI in response to your email. Also, as you are aware they did subsequently submit the 
tolerance exemptions. 

Best Regards, 

Mike 
-----Forwarded by Mike Mendelsohn/DC/USEPAJUS on 01/22/2007 04:13PM-----

Mike, 

"SCHNEIDER, 
RUSSELL P 
!AG/19201" 
<russel!.p.schneider@ 
monsanto.com> 

11/02/2006 05:58 PM 

To Mike Mendelsohn/DC/USEPA/US@EPA 

ee 

Subject MON 89034 

Per your questions this morning, the application for the full tolerance 
exemption was not submitted. Since the temporary does not expire until 
2009, we thought we would be OK. However, we will make the required 
submission. 

The toxicology data for Cry2Ab2 was submitted in lieu of the 
recommendation from EPA in the DER to provide characterization of the 
plant-produced Cry2Ab2 specifically for MON 89034. For MON 89034 
studies the Cry2Ab2 protein was produced in E. coli and for BGII- wild 
type protein from Bt. In planta , and E. coli -produced Cry2Ab2 differ 
from Bt- produced by one amino acid. Also, the original studies were 
done quite some time ago and questions on methods, etc. have been 
raised and we do not have any of the old protein left to demonstrate 
equivalence. Therefore a few studies were repeated using E. coli protein 
for which we have demonstrated equivalence. The following toxicology 
studies we submitted are repetitive for Cry2Ab2. Let me know if this is a 
problem. 

• Digestibility in digestive tract (SGF and SIF) 
• Acute mouse 
• Bioinformatics - we have used updated databases and 

methods. 



How about if we meet November 22, around 1:30? 

Russ 

This e-mail message may contain privileged and/or confidential information, and Is 
intended to be received only by persons entitled to receive such information. If you have 
received this e-mail in error, Please notify the sender immediately. Please delete it and all 
attachments from any servers, hard drives or any other media. Other use of this e-mail 
by you is strictly prohibited. 

All e-mails and attachments sent and received are subject to monitoring, reading and 
archival by Monsanto. The recipient of this e-mail Is solely responsible for checking for 
the presence of "Viruses" or other "Malware", Monsanto accepts no liability tor any 
damage caused by any such code transmitted by or accompanying this e-mail or any 
attachment. 



Rebecca 
Edelstei n/DC/U S E P A/U 
s 
01/22/2007 04:08PM 

To Mike Mendelsohn/DC/USEPA/US@EPA, susanne 
Cerrelli/DC/USEPA/US@EPA 

'' 
bee 

Subject MON 89034 submission 

Mike and Susanne, 

I'm reviewing data submitted by Monsanto for MON 89034, and I'm wondering why 
they've redone the safety studies for Cry2Ab2. For the EUP, they relied on previously 
submitted data: Safety data on Cry2Ab2 were reviewed previously in a 
memorandum from M. Watson toM. Mendelsohn dated Feb. 12,2001 (MRIDs 
44966602 Acute Oral Toxicity Study; 44966603 In vitro Digestibility; 44966604 
Bioinformatics Analysis-Allergen Database; 44966605 Bioinformatics 
Analysis-Toxin and Public Domain Genetic Databases). We told Monsanto that for 
the registration, they needed to show equ"1valence between the plant produced Cry2Ab2 
from event MON 89034 and the E. coli produced protein used in the safety studies, but I 
don't see why they've redone all of the safety studies, unless the E. coli protein used in 
the previously submitted studies in fact wasn't equivalent to the plant-produced protein. 
Do you know why they've repeated the studies? 

Thanks, 

Rebecca 

Rebecca Edelstein, Ph.D., Chemist 
Biopesticides and Pollution Prevention Division {7511 P) 
Office of Pesticides Programs 
US Environmental Protection Agency 
1200 Pennsylvania Avenue 
Washington, DC 20460 
Phone: 703-605-0513 
Fax: 703-305-0118 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

Dr. Natalia N. Bogdanova 
Regulatory Affairs Manager 
Monsanto Company 
800 N. Lindberg Blvd. 
St. Louis, MO 63167 

Dear Dr. Bogdanova: 

JAN 1 7 2007 

Subject: MON89034 x MON 88017 (Cry1A.105, Cry2Ab2 and Cry3Bb1) Corn and 

MON89034 (Cry1A. 105, and Cry2Ab2) Corn 

EPA Petition Numbers: 6F7142 and 6F7143 
EPA File Symbols: 524-L TA and 524-L TL 

Your applications as submitted under the Pesticide Registration Improvement Act (PRIA) 
guaranteed you a regulatory decision forthis action category (881 twice) by June 10, 2008. 
Upon review of the subject applications, we have· determined that they are incomplete. 

The applications will be kept open for a period of 75 days from the date of this letter to 
give you an opportunity to address the deficiencies listed below. If you find that you need more 
time to satisfy the requirements, you must request an extension in advance of the 75Mday 
compliance date, and commit to satisfy the deficiencies within a reasonable, stated, period of 
time. Your time extension request must also include an explanation of why additional time is 
required. If you do not comply with this procedure, the Agency may administratively withdraw 
your application from further consideration and retire this file without further notice to you, in 
accordance with 40 CFR t52.1 05. Once this is done, you will have to submit a complete new 
application should you wish to pursue these actions. 

Based upon your response, we may need to renegotiate the current PRIA date of 
June 10, 2008. In the interim period, we are placing the data received thus far into scientific 
review. 

The following deficiencies must be addressed: 

1) The insect resistance management (IRM) package for MON 89034 X MON 88017 is 
deficient. There is no bridging rationale provided that links the dose and efficacy of the stacked 
product to that of each single gene product for each target pest as justification for the proposed 
IRM plan for the stacked product. 

2) Expression data are necessary for popcorn and sweet corn in order to perform the I RM 
assessment. 
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2· 
3) The tolerance petitions request that 40 CFR Part 180 be amended to remove time limitations 
for the temporary exemptions from the requirement of a tolerance. These need to be modified 
so that you request to amend 40 CFR Part 174.453 and 174.464 to make them permanent 
exemptions from the requirement of a tolerance. Temporary tolerance exemptions not only 
have time limitations, but are linked to specific experimental use permits. 

4) Submit revised labeling consistent with that approved for your MON 88017 product. OECD 
unique identifiers should appear in the ingredient name for events MON 88017 and MON 89034 
and the directions tor use and insect resistance management sections should be consistent. 
Field corn, popcorn, and sweet corn should also be addressed. 

5) Marker proteins and inerts need to be listed on the confidential statement of formula (CSF). 

On December 14, 2006, your associate, Dr. Russ Schneider indicated that he was 
interested in meeting with our staff to address any questions that we may have concerning 
these pending applications. In addition to the required information listed above, we w·lsh to 
inform you of materials that would assist in expediting the review of your submission, and 
questions that we wish to discuss at such a meeting. 

Concerning the IRM assessment we have the following questions: 

1) What are the relative contributions of each toxin (i.e., dose of each toxin and selection)? 
Explain "dose" studies and your assumptions about dominance and inheritance of resistance. 

2) How is Roush's model used for predicting resistance (relative contribution of each tox·in) to 
ECB? What are the assumptions? 

3) What informat'1on, relative to each toxin, is being fitted to the Monsanto revised bollworm 
model? 

A CD with writable "MS word" files of the submitted data would facilitate incorporating 
tables, graphs, and other data from your submissions in our reviews. 

Please contact Susanne Cerrelli of my staff at (703) 308-8077 should you have any 
questions or wish to schedule a meeting. 

,:jJ,:> ''(~ 'she~~~iel 
Microbial Pesticides Bra h 
Biopesticides and Pollution 
Prevention Division (7511 P) 



Rebecca 
Edelsteln/DC/U S E P A/U 
s 
12/22/2006 09:10AM 

To Sharlene Mallen/DC/USEPA/US@EPA, Susanne 
Cerreiii/DC/USEPA/US@EPA 

cc Mike Mendelsohn/OC/USEPA/US@EPA 

bee 

Subject 
Re: letter to monsanto- OK?? MON89034x Mon88017 and 
MON 89034!J 

I will probably need some SOPs from Monsanto, but it'll take me awhile to figure out 
exactly what I need, so don't wait on me-- go ahead and send the letter. I just have one 
comment on the letter-- we have expression level data for the stacked product and the 
individual events (separate studies), so I'm not sure what we're asking for in item 1. 

Rebecca 
Sharlene Matten/DC/USEPA/US 

Sharlene 
Matten/DC/USEPA/US 

12/21/2006 05:38PM 

Susanne-- I concur with this letter. 
Sharlene 

Susanne Cerrelli/DC/USEPA!US 

Susanne 
Cerrelli/DC/USEPA/US 

12121/2006 04:04PM 

To Susanne Cerrelli/DC/USEPA/US@EPA 

Mike Mendelsohn/DC/USEPAIUS@EPA, Rebecca cc 
Edelstein/OCJUSEPAIUS@EPA 
Re: letter to monsanto- OK?? MON89034x Mon88017 and 

Subject MON 89034[3 

Thank you for letting me see it before it goes forward. 

To Mike Mendelsohn/DC/USEPAIUS@EPA 

cc 

Subject 

Sharlene Matten/DC/USEPAIUS@EPA, Rebecca 
Edelstein/DCIUSEPAIUS@EPA 
letter to monsanto- OK?? MON89034x Mon88017 and MON 
89034 

Here's the letter again. Rebecca do you need anything else for your review? If you need 
much more time we can deal with your needs in a separate communication to Monsanto 

[attachment "524-LTA and L TL screen4.doc" deleted by Rebecca 
Edelstein/DC/USEPA/US[ 

Mike- I also need to check with you about PRIA dates for this submission. 

Thanks!! 



Susanne, 

Mike 
Mende!sohn/DC/USEP 
A/US 

t t/02/2006 08:20 AM 

To Susanne Cerre!!i/DC/USEPA/US@EPA 

bee 

Subject 

Could you prepare the package for screening by seperating it according to discipline and 
providing each disipline a copy of the cover letters and data matrixes? l put the file jackets 
in your space in the file room. FYI - I called Monsanto this AM and they are going to get 
back to us regarding the tolerance petitons (they may not have submitted them) and the 
reason why new health effects data were submitted (we already have temporary 
exemptions and some of the data is being resubmitted). 

I will set up a meeting next week where we can go over before distribution to the team 
Since Rebecca is out, we will give the health and characterization package to John. 
Thanks. 

Mike 

-----Forwarded by Mike Mendelsohn/DC/USEPAIUS on t t/02/2006 08:15AM----­

Patrida 
Moe/DC/USEPA!US 

to/3 t/2006 03:59 PM 
To Mike Mendelsohn/DC/USEPA/US@EPA 

cc 

Subject 

Mon 89034 !A.! OS & Cry2Ab2) 
RegNos.: 524-LTAand524-LTL 

The team is as follows 
RAL: Mike/Susanne 
HH/Prod Char: Rebecca 
Eco: Tessa!Mika 

IRM: Sharlene 

Mike: The package is ready for Preliminary screening. It is on your shelf in the 

fileroom DH will assign in OPPIN tomorrow. P 

Patricia Moe 
Team Leader 
Microbial Pesticides Branch 
Biopesticides and Pollution Prevention Division 
Office of Pesticide Programs/ U.S. EPA 
phone: 703-305-0744 
FAX: 703-308-7026 
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Tessa 
Milofsky/DC/USEPA/U 
s 
1112212006 10:56 AM 

To Susanne Cerrelli/DCIUSEPA/US@EPA, Mike 
Mendelsohn/DCIUSEPAIUS@EPA 
Zigfridas Vaituzis/DCIUSEPA!US@EPA, Mika ee 
HunteriDCIUSEPA/US@EPA 

bee 
Subject MON89034 x MON88017 

The eco team has determined that the MON89034 and MON89034 x MON88017 
packages pass the screen, provided that bridging rationale is submitted for the 
MON89034 x MON88017 stack. 

-Tessa 



Sharlene 
Matten/DC/USEPAIUS 

t t/20/2006 03:37PM 

Mike and Susanne--

To Mike Mendelsohn/DC/USEPA!US@EPA, Susanne 
Cerrelli/DC/USEPAIUS@EPA 
Alan Reynolds/DC/USEPAIUS@EPA, Tessa 

cc Mllofsky/DC/USEPAIUS@EPA, Mika 
Hunter/DC/USEPA!US@EPA, Patricia 

bee 

Subject IRM and Benefits screening for MON 89034 and MON 89034 
X MON 880t7 

The IRM package for MON 89034 ~sses the initial screen. However, no one menf1oned 
that the registration application includes sweet corn and popcorn. The JRM plan for sweet 
corn is for a non-structured refuge because of the cultural practices and growing season 
(shorter)-- overwintering destruction methods. The IRM plan for popcorn is identical to 
that of field corn. J think I may have some questions about the modeling that was dong 
but that will come later. 

The IRM package for MON 89034 X MON 88017 is deficient. There is no bridging 
rationale provided. At a minimum, Monsanto must provide information about the dose of 
the stacked product vs. each single gene product and the expression of the stacked 
product vs. each single gene product. 

There is no benefits package for either new active ingredient Cry1A.1 05 o"r Cry2Ab2, in 
corn. Every Bt corn PJP, with the exception of the NK Bt 11, was conditionally registered 
registered under 3(c)7(C) and therefore required the Agency to make a public interest 
finding based on a benefits assessment Therefore, Monsanto should provide a public 
interest document. I expect there will be conditions of registration and these registrations 
will be time-limited. 

Sharlene 
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Nolalio N. Bogdanova, D. V.M 
Regulatory Affairs Manager 
(314)-694-3382 

MONSANTO 00 

September 29, 2006 

Document Processing Desk (EUP) 
Office of Pesticide Programs (7504C) 
U.S. Environmental Protection Agency 
One Potomac Yard 
2777 S. Crystal Drive 
Arlington, VA 22202-450 I 

Attn: Dr. Sheryl Reilly, Team Leader 92 

489513-00 

MONSANTO COMPANY 

1)00 I {En) STREH, NW 

SUITE 450 EAST 

WASHINGTON, O.C. 2000)-7211 

PHON I:; {202) 783-2460 

FAX (202) 789-11119 

htlp:/ /www.monsanlo com 

Subj: Application for the registration of the plant-incorporated protectant Bacillus thuringiensis 
Cry1A.105, Cry2Ab2, and Cry3Bbl proteins produced in MON 89034 x MON 88017 

Dear Dr. Reilly: 

Please find enclosed an application for the registration of the plant-incorporated protectant 
Bacillus thuringiensis (Bt) CrylA.l05, Cry2Ab2, and Cry3Bbl proteins and the genetic material 
necessary for their production in the com product MON 89034 x MON 88017. This application 
is being submitted concurrently with a separate application for the registration of the Bt 
CrylA.105 and Cry2Ab2 proteins and the genetic material necessary for their production m 
MON 89034 com. 

MON 89034 x MON 88017 was developed by conventional breeding of plants containing MON 
89034 with plants containing MON 88017. MON 89034 is a second-generation product that 
produces CrylA.l05 and Cry2Ab2 proteins, which together control a wider spectrum of 
lepidopteran pests and offers an enhanced insect resistance management (IRM) tool compared to 
the current lepidopteran-protected com product MON 810. MON 88017 produces a variant of 
the wild-type Cry3Bbl protein from Bt subsp. kumamotoensis that protects the roots of com 
plants from feeding damage caused by the coleopteran pest, com rootwonn (Diabrotica sp.). 
MON 88017 also expresses the 5-enolpyruvylshikimate-3-phosphate synthase protein from 
Agrobacterium sp. strain CP4 (CP4 EPSPS), which confers tolerance to glyphosate, the active 
ingredient in the Roundup® family of agricultural herbicides. In 2005 the EPA granted a 
registration for the Cry3Bbl protein and the genetic material necessary for its production in 
MON 88017 (EPA Reg. No. 524-551). 

®Roundup is a registered trademark of Monsanto Technology LLC. 

Monsanto Company 06-CR-177E-1 



Dr. Sheryl Reilly 
Sep!29,2006 
Page 2 of 3 

EPA established temporary exemptions from the requirement of a tolerance for the Cry 1A.105, 
Cry2Ab2 proteins and the genetic material for their productioll in com (40 CPR§ 174.453 and 40 
CFR § 174.454, respectively). The Cry3Bb 1 protein and the genetic material necessary for its 
production in corn are also exempt from the requirement of a tolerance (40 CPR §180.1214). 
The CP4 EPSPS protein has been classified as a plant pesticide inert ingredient and is exempt 
from the requirement of a tolerance in all crops ( 40 CPR§ 180.1174). 

This application includes the following documents that, for purposes of placement in the Public 
Docket, have been classified as 'A' (non-confidential documents that can be released to the 
public), 'B' (data subject to the provisions of FIFRA Section lO(g) and therefore protected from 
disclosure to multinational or foreign pesticide producers), or 'C' (confidential business 
information). In addition, pdf files are included on a CD-ROM for placing documents classified 
as 'A' on the Edocket. The redacted version of the Administrative volume (.pdf file) for the 
Edocket excludes the data matrix (agency internal use copy) and confidential attachment. 
Complete description of this submission by category is provided in the attachment to this letter. 

It is Monsanto's understanding that the following fee category and amount is appropriate based 
on the June 2, 2005 Federal Register notice for Pesticide fees and Decision Times: 

• Fee category B33: New product developed by stacking PIP traits within a crop using 
traditional breeding techniques 

• Fee Category Amount: $26,250 

Should you require any additional information regarding this submission please feel free to 
contact Dr. Russell Schneider in our Washington office (202-383-2866) or me directly (314-694-
3143). 

Natalia N. Bogdanova, D.V.M. 

cc: Mike Mendelsohn, EPA/OPP/BPPD 
Russell Schneider, Monsanto 
Monsanto Regulatory Files 

Monsanto Company 06-CR-177E-1 



Dr. Sheryl Reilly 
Sepl 29, 2006 
Page 3 of3 

Volume Category 

N/A A 
N/A A 

1 A 
1 c 
1 A 
2 B 

3 B 

4 B 

5 B 

6 B 

7 B 

Monsanto Company 

ATTACHMENT 

Document Hard .pdf file for 
Copy Edocket 

Cover letter ' ' Transmittal document ' ' Administrative volume ' Confidential statement of formula ' Administrative volume (redacted copy) ' Human Health and Environmental ' Assessment of the Plant-Incorporated 
Protectant Bacillus thuringiensis 
Cry1A.I05, Cry2Ab2 and Cry3Bb1 
Proteins Produced in Insect-protected 
ComMON 89034 x MON 88017. 
Confirmation of the Integrity of Com ' MON 89034 X MON 88017 
by Southern Blot Analysis. 
Assessment of the CrylA.I05, Cry2Ab2, ' Cry3Bbl, and CP4 EPSPS Protein Levels 
in Selected Tissues ofinsect-Protected I 

ComMON 89034 x MON 88017 
Produced in 2005 U.S. Field Trials. 
An Evaluation of the Insect Bioefficacy -,f 
of Combined Trait Products Produced 
Through Conventional Breeding: MON 
89034 X NK603 and MON 89034 x 
MON 88017. 
Evaluation of Potential for Interactions -,f 
Between the Bacillus thun·ngiensis 
Proteins CrylA.l 05, Cry2Ab2, and 
Crv3Bbl. 
Insect Resistance Management Plan for -,f 
the Combined Trait Product MON 89034 
X MON 88017. 

06-CR-177E-1 



TRANSMITTAL DOCUMENT 

SUBMITTED BY 

Monsanto Company 
800 N. Lindbergh Blvd. 

St. Louis, MO 63167 

REGULATORY ACTION IN SUPPORT OF WHICH 
THIS DOCUMENT IS SUBMITTED 

Administrative Materials for the Application to Register the Plant~ Incorporated Protectant, 
Bacillus thuringiensis CrylA.l05, Cry2Ab2, andCry3Bbl Proteins and the Genetic Material 

(Vectors PV-ZMIR245 and PV-ZMIR39) Necessary for their Production in MON 89034 x 
MON 88017 

EPA File 524 ·XXX 

TRANSMITTAL DATE 

September 29, 2006 

MONSANTO REFERENCE NO. 

06-CR-177E-l 

Monsanto Company Page 1 of3 



LIST OF SUBMITTED DOCUMENTS 

Administrative Materials 

Volume 1. Bogdanova, N.N. 2006. Administrative Materials for the Application to 
Register the Plant-Incorporated Protectant, Bacillus thuringiensis 
CtylA.lOS, Cry2Ab2, and Cry3Bbl Proteins and the Genetic Material 
(Vectors PV-ZMIR245 and PV-ZMIR39) Necessary for their Production 
in MON 89034 x MON 88017. 

MRID Number --~A'-i--<J,j"'·-"'-V-'-vl.!\ lc-', ()c..L _____ ~ 

Product Summary 

Volume 2. Bogdanova, N.N. 2006. Human Health and Environmental Assessment 
of the Plant-Incorporated Protectant Bacillus thuringiensis CrylA 105, 
Cry2Ab2 and Cry3Bbl Proteins Produced in Insect-protected ComMON 
89034 x MON 88017. Monsanto Technical Report MSL-20434. 

MRIDNumber 46951301---------

Product Characterization 

Volume 3. Groat, J.R., B.J. Wolff, J.F. Rice, and J.D. Masucci. 2066. 
Confirmation of the Integrity of Corn MON 89034 x MON 88017 
by Southern Blot Analysis. Monsanto Technical Report MSL-20145. 

MRID Number __ 4'-'6'-'9-"5'-'13~0"'2'~--------

Volume 4. Hartmann, A.J., K.E. Niemeyer, and A Silvanovich. 2006. Assessment 
of the CrylA.l05, Cry2Ab2, Cry3Bbl, and CP4 EPSPS Protein Levels in 
Selected Tissues of Insect-Protected ComMON 89034 x MON 88017 
Produced in 2005 U.S. Field Trials. Monsanto Technical Report 
MSL0020479. 

MRlDNumber 46951303 ________ _ 

Monsanto Company Transmittal Document Page 2 of3 
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Volume 5. 

Volume 6. 

Levine, S.L. An Evaluation of the Insect Bioefficacy of Combined Trait 
Products Produced Through Conventional Breeding: MON 89034 x 
NK603 and MON 89034 x MON 88017. Monsanto Technical Report 
MSL-20336. 

MRID Number _ _:4::6:::9::.51:..:3::0:.:4:...' ----------

MacRae, T.C., C.R. Brown, and S.L. Levine. Evaluation of Potential for 
Interactions Between the Bacillus thuringiensis Proteins CrylA.105, 
Cry2Ab2, and Cry3Bb l. Monsanto Technical Report MSL-20270. 

MRID Number __ 4:..:6::9:::5:.:1::.30:::5:_ __________ _ 

Volume 7. Head, G.P. Insect Resistance Management Plan for the Combined Trait 
Product MON 89034 x MON 88017. Monsanto Technical Report 06-
RA-39-06. 

MRID Number _24,69513,.-0~6,_ _________ _ 

Company Official: ~~~.-; _.,4-z¥/a-~~~ 
Natalia N. Bogdanova, D.V.M. 
Regulatory Affairs Manager 
(314) 694-3143 

Company Name: Monsanto Company 

Company Contact: Russell P. Schneider, Ph.D. 

Monsanto Company 

Director, Regulatory Affairs 
(202) 383-2866 

Transmittal Document 

?7@9~£ 
Date 

Page 3 of3 



NEW APPLICATIONS 

DATE: It I 8/c & 
T' 

FILE NUMBER: s-c?.:-1- .hrtr" ___ _ 

FEP (OPPIN ENTRY): 

FILE ROOM: 
v 

(Initial & date) 

SIG: dCc2 ;ofv/.AJo& 
(Initial & da~e) 

FILE ROOM: J 0 lb-lo-«>t. 

(Initial & date) 

___:J'--ASSIGN TO PM fJ, 



FEE FOR SERVICE 



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

October 10, 2006 

PLEASE RETURN A COPY OF THIS LETTER WITH PAYMENT 

OPP Decision Number: D-371190 
EPA File Symbol or Registration Number: 524-LTA 
Product Name: MON 89034X88017 
EPA Receipt Date: 29-Sep-2006 
EPA Company Number: 524 
Company Name: MONSANTO COMPANY 

RUSSELLP. SCHNEIDER 
MONSANTO CO 
MONSANTO COMPANY 
1300 I STREET, NW, SUITE 450 EAST 
WASHINGTON, DC 20005 

OFFICE OF 
PREVENTION, PESTICIDES AND 

TOXIC SUBSTANCES 

SUBJECT: Receipt of Registration Application Subject to Registration Service Fee 

Dear Registrant: 

The Office of Pesticide Programs has received your application for registration. If you 
submitted data with this application, the results of the PRN-86-5 screen will be communicated 
separately. During the administrative screen, the Office of Pesticide Programs has determined 
that this Action is subject to a Pesticide Registration Service Fee as defined in the Pesticide 
Registration Improvement Act. 

The Action has been identified as Action Code: BSI.O 

PIP;REGISTER NEW AI;TEMP. TOLERANCE/EXEMPTION EXISTS SAP REQUIRED;NO 
FEE: LINKED TO A PRIA APPLICATION; 

Please note that no fee is due for this action. 

If you have any questions, please contact the Pesticide Registration Service Fee 
Ombudsman at (703) 308-8260. 
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I 
IFee for Service! {799763T-

This package includes the following for Division 

(•) New Registration CAD 

0 Amendment 
@BPPD 
0 RD 

'"'Studies? 1 Fee Waiver? 
[][] v Risk Mgr. 

•· • volpay % Reduction: 

Receipt No. s-1 799763 I 
EPA File Symbol/Reg. No. I 524-LTA I 
Pin-Punch Date: I 9/29/2006 I 

D This item is NOT subject to FFS action. 

Action Code: 

Requested: I !) }7 01 
Granted: I t)~l,o I 

Amount Due: $ ~ * ( 

Parent/Child Decisions: 



MONSANTO~, 
VOLUME! 

Administrative Materials for the Application to Register the Plant-Incorporated Protectant, 
Bacillus thuringiensis CrylA.l 05, Cry2Ab2, and Cry3Bbl Proteins and the Genetic Material 

(Vectors PV-ZMIR245 and PV-ZMIR39) Necessary for their Production in MON 89034 x 
MON 88017 

Monsanlo Company 

EPA File 524- XXX 

AUTHOR 

Natalia N. Bogdanova, D.V.M. 
Regulatory Affairs Manager 

SUBMISSION DATE 

September 29,2006 

SUBMITTING REGISTRANT 

Monsanto Company 
800 N. Lindbergh Blvd. 

St. Louis, MO 63167 

MONSANTO REFERENCE NO. 

06-CR-177E-l 
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The text below applies only to use of the data by the United States Environmental Protection 
Agency (U.S. EPA) in connection with the provisions of the Federal Insecticide, Fungicide, 

and Rodenticide Act (FIFRA) 

STATEMENT OF DATA CONFIDENTIALITY CLAIM 

No claim of data confidentiality is being made for information contained in this document on 
the basis of its falling within the scope ofFIFRA §IO(d)(!)(A), (B), or(C). However, a 
supplemental data confidentiality claim is being made for some information claimed herein. 
The applicable information has been removed to a confidential attachment. 

"We submit this material to the United States Environmental Protection Agency specifically 
under requirements set forth in FIFRA as amended, and consent to use and disclosure of this 
material by the EPA strictly in accordance with FIFRA. By submitting this material to EPA 
in accordance with the method and format requirements contained in PR Notice 86-5, we 
reserve and do not waive any rights involving this material that are or can be claimed by the 
company notwithstanding this submission to the EPA." 

COMPANY: Monsanto Company 

COMPAl'IY AGENT: ..,4~£. -~ ?'fl?d:C-c-·,.uv-./"r<-­
Natalia N. Bogdanova, D.V:if. 
Regulatory Affairs Manager 

DATE: September 29, 2006 
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GLP COMPLIANCE STATEMENT 

The materials in this volume do not meet the requirements of the Good Laboratory Practice 
Standards, 40 CFR Part 160. This volume provides the administrative materials for the 
application to register the plant-incorporated protectant, Bacillus thuringiensis thuringiensis 
CrylA.l05, Cry2Ab2, and Cry3Bbl Proteins and the Genetic Material (Vectors PV­
ZMIR245 and PV -ZMIR39) Necessary for their Production in MON 89034 x MON 88017, 
and therefore were not developed in compliance with 40 CFR Part 160. 

Submitter 
Natalia N. Bogdanova, D.V.M. 
Regulatory Affairs Manager 

Sponsor 
Natalia N. Bogdanova, D.V.M. 
Regulatory Affairs Manager 

~v/~~ ,r/ /J!~a:-<~-_-r,:__ 
. / 

Study Director 
Natalia N. Bogdanova, D.V.M. 
Regulatory Affairs Manager 

Monsanto Company 06-CR-177E-1 
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ABBREVIATIONS AND DEFINITIONS 

Bt --------------~----~ __ ____ j~acil/us th11ringiensis ---------------------·-.. --- ..... ---·--------
--~BI ______________ ------------~onfidential business infonnatioecn~-~~~~-~~~----------·-·-~----
_g_fR: ___________________________ ,U.S. Code of Federal Regulations ~----~--~-----------·-···---·· 
CSF Confidential Statement of Formula 
------- ------------------------- ----- -- : A chimeric protein comprised of sequ--e-n-ce~-,-=fr_o_m~th-e_n_a_tu_r_a~ll~y------- -----

occurring Cry lAb, Cry IF, and Cry lAc proteins from Bacillus 
CrylA.l05 __ _________ j_thuringiensis -~-~------- ---~~~-
-~2Ab2 ________________ l_b ciT§!iJ:LPE.<?tein derived from Bacillus thuringiensis subsp. kurstaki._ __ 

4i-----·-··~---· _ ·--- I U.S. Environm~nt~l Protection Agency~---- __ 
FIFRA _____ --~-------- .. I Federal Insecticide, Fungicide, and Rodenticide Act-~--------···---
IRL\1 1 Insect resistance manaoement '"'"""---·-- -·- --------------~------- . ~-~---=--- .. -------·--~-----~--------

A Monsanto com product, and the subject of this application for 
registration, that produces the insecticidal Bacillus thuringiensis 

M_ON~8~0')4~ m-~ f_gyJA.105 and Cry2Ab2 proteins __ ~-~----~-~---~--
_¥R}!?. __ ·---·-·-·- ________________ I EPA master record identification numbe~·--------------------------
NTO i Nontarget organism 
PRNotice I EPA Pesticide Registration notice 

I Deoxyribonucleic acid vector (genetic material) used in the 
__ rv -:_Z}yg_~~2 _________________ 1 transJonnation of_ com to produce MON 88017 ------------·----­

Deoxyribonucleic acid vector (genetic material) used in the 
co_PV._.-Z"'M=IR2=4cc5~ __ _,__t"'ra,_.n.~s,.,fo_,nn=<!:_tion of com to produce MON 89034 ________ .. _____________ _ 
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CONFIDENTIAL STATEMENT OF FORiV!ULA 

{CBI Cross Reference Number 1} 
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&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S. W. 

WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average f.25 hours per response for 
registration and 0.25 hours per response for reregislra!lon and special review activities, including lime for reading the instructions and completing the 
necessary forms. Send comments regarding burden estimate or any other aspect of this collection of information, Including suggestions for reducing the 
burden to Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington DC, 20460. 
Do not send the com leted form to this address. 

Certification with Resoect to Citation of Data 
Applican!'s/Regis!rant's Name, Address, and Telephone Number: EPA Registralion Number I File Symbol: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 524-XXX 
(314) 694·3143 
Active lngredient(s) and/or representative test compound(s): Bacillus thuringiensis Cry IA.l05, Date: 

Cry2Ab2, and Cry3Bbi Proteins and the Genetic Material (Vectors PV-ZMIR245 and 
September 29, 2006 

PV-ZMIR39) Necessarv for their Production in MON 89034 x MON 88017 

. General Use Pattem(s) (list all those claimed for this product using 40 CFR Part 158: Product Name: 

' Terrestrial field crop MON 89034 x MON 88017 

NOTE: If your product is a toO% repackaging of another purchased EPA-registered product labeled for all the same uses on your label, you do not 
need to submit this form. You must submit the Formulator's Exem lion Statement IEPA Form 8570-27\. 

D I am responding to a Data-Call~~n Notice, and have included with this form a list of companies sent offers of compensation (the Data Matrix form 
should be used for this our ose 

Section 1: METHOD OF DATA SUPPORT (Check one method only) 
I am using the cite-all method of support, and have included with I am using !he selective method of support (or cite-all option under 

D this form a list of companies sent offers of compensation (the ~:>.<::] lhe selective method), and have included with this form a 
Data Matrix Form should be used for this purpose). com~l-e!ed list of data requirements (the Data Matrix form must be 

used. 

Section II: GENERAL OFFER TO PAY 

D [Required if using the cite-all method or when using the cite-all option under the selective method to satisfy one or more data requirements] 

I hereby offer and agree to pay compensalion, to other persons, wlth regard to the approval of this application, to the extent required by FIFRA. 

Section Ill: CERTIFICATION 
I certify that this application for registration, this form for reregistration, or this Data-Call-In response is supported by all data submitted or cited in 

!he application for registration, the form for registration, or the Dala-Call-ln response. In addition, if the cite-all option or cite-all option under !he selective 
method is indicated in Section 1, this application is supported by all data in the Agency's files !hal ( t) concem the properties or effects of this product or an 
identical or substantially similar product, one or more of the ingredients in !his product; and (2) is a type of dala !hal would be required to be sub milled 
under the data requirements in effect on the dale of approval of this appf1cation if I he application sought !he initial reg"1stration of a product of identical or 
similar composition and uses. 

I certify that for each exclusive use study cited in support of this registration or reregistration, that I am the original data submitter or that I have 
obtained the wrillen permission of the original data submitter to cite !hat study. 

I certify thai for each study cited in support of this registration or reregistration that is not an exclusive use study, either: (a) I am !he original data 
submiller; (b) I have obtained !he permission of the original data submitter to use the study in support of this application; (c) all periods of eligibiiHy for 
compensation have expired for the study; (d) !he study is in the public lilerature; (e) I have notified in writing the company lhat submilled the study and 
have offered (i) to pay compensation to the extent required by sections 3(c)(1)(F) and/or 3(c)(2)(B) of FIFRA; and (ii) to commence negotiations to 
determine the amount and terms of compensation, if any, to be paid for the use of the study. 

I certify that in all instances where an offer of compensation is required, copies of all offers to pay compensation and evidence of I heir delivery in 
accordance with sections 3(c)(1 )(F) and/or 3(c)(2)(B) of FIFRA are available and will be submitted to the Agency upon request. Should I fail to produce 
such evidence to the Agency upon request, I understand !hal the Agency may in"diale aclion to deny, cancel or suspend the registration of my product in 
conformity with FIFRA. 

I certify that the statements t have made on this form and all attachments to it are true, accurate, and complete. I acknowledge !hat any 
knowingly false of misleading stafement may be punishable by fine or imprisonment of both under the applicable law. 

Signature Date Typed or Printed Name and Tille 

;A'd.--4,£,.,-;' ~..-/,y-?-'~-- September 29, 2006 Natalia N. Bogdanova 

' 
Regulatory Affairs Manager 

EPA Form 8570-34 (9-97) Etectron1c and Paper Vers1ons available. Subm1t only Paper vers1on. 
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PI ease read ins v u uc ons on reverse e ore completing rorm. F arm Approve d OMB N 2070 006 0. - 0. Approva IE . 22895 x 1res - -

1
&EPA 

~ Registration OPP Identifier 
United States Number 

Environmental Protection Agency D Amendment 
Washinglon, DC 20460 D Other 

Application for Pesticide- Section I 
1. Company/Product Number 

1-711' 
2. EPA Product Manager 3. Proposed Classification 

File Symbol 524-~ Sheryl Reilly 
Company/Product (Name) PM# 

9ff rJ.J-- ~ None D Restricted 
MON 89034 x MON 88017 

5. Name and Address of Applicant {Include ZIP Code) 6. Expedited Review. In accordance with FIFRA Section 3(c)(3)(B)(i), my 

Monsanto Company product is similar or identical in composition and labeling to: 

800 North Lindbergh Blvd. EPA Reg. No. 

St. Louis, MO 63167 
Product Name D Check if this is a new address 

Section- II 

r;J Amendment- Explain below. D Final prinled labels in response 1o 
Agency leiter daled 

LJ Resubmission in response lo Al;)ency letter dated D "Me Too" Applicalion. 

n Nolification- Explain below. ~ Other- Explain below. 

Explanation: Use additional page(s) if necessary. (For Seclion I and Seclion II.) 
Application to Register the Plant-Incorporated Protectant Bacillus thuringiensis Cry!A.l05, Cry2Ab2, and Cry3Bbl Proteins and the 
Genetic Material (vectors PV-ZMIR245 and PV-ZMIR39) Necessary for their Produclion in MON 89034 x MON 88017 

Section - Ill 
1. Material This Product Will Be Packa ed In: 

~hild-Resislanl Packaging Unit Packaging Water Soluble Packaging 2. Type of Conlainer 

DYes· DYes DYes 0Me!al 

DNo ONo DNo D Plaslic 

D Glass 
• Cerlificatlon must lf"Yes" No. per If "Yes" No. per D Paper 
be submitted Unil Packaging wgl. Conlainer Package wgL Conlainer 

Oothel 
(Spec/~) 

~ocalion ot Nel Gonlenls Information 4. Size(s) Relail Conlainer 5. Localion of Label Directions 

L] Label D Gonlainer DOn Label 
Various D On Labeling accompanying product 

6. Manner in Which Label is Affixed to Product 0 Lithograph 0 Other 

0 Paper glued 

0 Slenciled 

Section IV 
1. Conlacl Poinl Com /ete Items direct! below for idenlification of individual to be contacted, if necess , to rocess this a /icalion.J 
Name Title I Telephone No. (Include Area Code) 

Russell P. Schneider Director, Regulatory Affairs (202) 383-2866 
Certification 6. Date Application 

I certify that the statements I have made on this form and all attachments there/a are true, accurate and complete. Received 
I acknowledge that any knowingly false or misleading statement may be punishable by fine or Imprisonment or 

(Stamped) both under ilaa/icab/e law. 

2. Signature """~ 

~c.A.L /-~ . -p/tJ'CA:.<?t....-r--
3. Title 

Regulatoty Affairs Manager 

4. Typed Name 5. Date 
Natalia N. Bogdanova TeL (314)694-3143 September 29, 2006 

- - - . .. -EPA Form 8570 1 (Rev. 3 94) Previous editions are obsolete. White EPA F1!e Copy (ong1nal) Yellow Applicant Copy 

06-CR-177E-1 Page 7 of69 
Monsanto COmpany 



Natalia N. Bogdauova, D.V.M. 
Regulatory Affairs Mmwger 
(314)-694-3382 

MONSANTO~. 

September 29, 2006 

Document Processing Desk (EUP) 
Office of Pesticide Programs (7504C) 
U.S. Environmental Protection Agency 
One Potomac Yard 
2777 S. Crystal Drive 
Arlington, VA 22202-4501 

Attn: Dr. Sheryl Reilly, Team Leader 92 

l'jOO 1(0YO) STROOT, NW 

WASH!NGlON, D.C 2UUU)·)~" 

PHONE (~02(78J-:l46o 

FAX (202) 78Q-!8H) 

hltp:j ;www.monsonto.com 

Subj: Application for the registration of the plant-incorporated protectant Bacillus thurin/ii"ensls 
Cry!A.105, Cry2Ab2, and Cry3Bbl proteins produced in MON 89034 x MON 88017 

Dear ,Dr. Reilly: 

Please find enclosed an application for the registration of the plant-incorporated protectant 
Bacillus thuringiensis (Bt) CrylA.105, Cty2Ab2, and Cry3Bb1 proteins and the genetic material 
necessary for their production in the com product MON 89034 x MON 88017. This application 
is being submitted concurrently with a separate application for the registration of the Bt 

:X Cry1A.105 and Cry2Ab2 proteins and the genetic material necessary for their production in 
MON 89034 com. 

MON 89034 x MON 88017 was developed by conventional breeding of plants containing MON 
89034 with plants containing MON 88017. MON 89034 is a second-generation product that 
produces Cry1A.105 and Cry2Ab2 proteins, which together control a wider spectrum of 
lepidopteran pests and offers an enhanced insect resistance management (IRM) tool compared to 
the current lepidopteran-protected com product MON 810. MON 88017 produces a variant of 
the wild-type Cry3Bb1 protein from Bt subsp. kumamotoensis that protects the roots of corn 
plants from feeding damage caused by the coleopteran pest, com rootworm (Diabrotica sp.). 
MON 88017 also expresses the 5-enolpyruvylshikimate-3-phosphate synthase protein from 
Agrobacterium sp. strain CP4 (CP4 EPSPS), which confers tolerance to glyphosate, the active 
ingredient in the Roundup® family of agricultural herbicides. ln 2005 the EPA granted a 
registration for the Cry3Bb1 protein and the genetic material necessary for its production in 
MON 88017 (EPA Reg. No. 524-551). 

®Roundup is a registered trademark of Monsanto Technology LLC. 

Monsanto Company 06-CR-177E-1 
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Dr. Sheryl Reilly 
Sept 29, 2006 
Page 2 of3 

EPA established temporary exemptions from the requirement of a tolerance for the Cry 1A.105, 
Cry2Ab2 proteins and the genetic material for their production in corn (40 CFR § 174.453 and 40 
CFR § 174.454, respectively). The Cry3Bbl protein and the genetic material necessary for its 
production in com are also exempt from the requirement of a tolerance (40 CFR § 180.1214). 
The CP4 EPSPS protein has been classified as a plant pesticide inert ingredient and is exempt 
from the requirement of a tolerance in all crops (40 CFR § 180.1174). 

This application includes the following documents that, for purposes of placement in the Public 
Docket, have been classified as 'A' (non-confidential documents that can be released to the 
public), 'B' (data subject to the provisions ofFIFRA Section IO(g) and therefore protected from 
disclosure to multinational or foreign pesticide producers), or 'C' (confidential business 
information). In addition, pdf files are included on a CD-ROM for placing documents classified 
as 'A' on the Edocket. The redacted version of the Administrative volume (.pdf file) for the 
Edocket excludes the data matrix (agency internal use copy) and confidential attachment. 
Complete description of this submission by category is provided in the attachment to this letter. 

It is Monsanto's understanding that the following fee category and amount is appropriate based 
on the June 2, 2005 Federal Register notice for Pesticide fees and Decision Times: 

• Fee category B33: New product developed by stacking PIP traits within a crop using 
traditional breeding techniques 

• Fee Category Amount: $26,250 

Should you require any additional information regarding this submission please feel free to 
contact Dr. Russell Schneider in our Washington office (202-383-2866) or me directly (314-694-
3!43). 

Natalia N. Bogdanova, D.V.M. 

cc: Mike Mendelsohn, EPA/OPP/BPPD 
Russell Schneider, Monsanto 
Monsanto Regulatory Files 

Monsanto Company 06-CR-177E-1 



Dr. Sheryl Reilly 
Sept 29, 2006 
Page3 of3 
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Monsanto Company 

ATTACHMENT 

Document Hard .pdf tile for 
Copy Edocket 

Cover letter ' ' Transmittal document ' ' Administrative volume ' Confidential statement of formula ' Administrative volume (redacted copy) ' Human Health and Environmental ' Assessment of the Plant-Incorporated 
Protectant Bacillus thuringiensis 
CryiA.I05, Cry2Ab2 and Cry3Bbl 
Proteins Produced in Insect~protected 
Corn MON 89034 x MON 88017. 
Confirmation of the Integrity of Corn ' MON 89034 X MON 88017 
bv Southern Blot Analvsis. 
Assessment of the Cry1A.l05, Cry2Ab2, ' Cry3Bbl, and CP4 EPSPS Protein Levels 
in Selected Tissues oflnsect~Protected 
ComMON 89034 x MON 88017 
Produced in 2005 U.S. Field Trials. 
An Evaluation of the Insect Bioefficacy -i 
of Combined Trait Products Produced 
Through Conventional Breeding: MON 
89034 x NK603 and MON 89034 x 
MON 88017. 
Evaluation of Potential for Interactions -i 
Between the Bacillus t~uringiensis 
Proteins CrylA.l05, Cry2Ab2, and 
Crv3Bb!. 
Insect Resistance Management Plan for -i 
the Combined Trait Product MON 89034 
X MON 88017. 
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TRANSMITTAL DOCUMENT 

SUBMITTED BY 

Monsanto Company 
800 N. Lindbergh Blvd. 

St. Louis, MO 63167 

REGULATORY ACTION IN SUPPORT OF WHICH 
THIS DOCUMENT IS SUBMITTED 

Administrative Materials for the Application to Register the Plant-Incorporated Protectant, 
Bacillus thuringiensis CryiA.l05, Cry2Ab2, and Cry3Bbl Proteins and the Genetic Material 

(Vectors PV-ZMIR245 and PV-ZMIR39) Necessary for their Production in MON 89034 x 
MON 88017 

EPA File 524- XXX 

TRANSMITTAL DATE 

September 29, 2006 

MONSANTO REFERENCE NO. 

06-CR-177E-l 
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LIST OF SUBMITTED DOCUMENTS 

Administrative Materials 

Volume 1. Bogdanova, N.N. 2006. Administrative Materials for the Application to 
Register the Plant~Incorporated Protectant, Bacillus thuringiensis 
CrylA.l05, Cry2Ab2, and Cry3Bbl Proteins and the Genetic Material 
(Vectors PV-ZMIR245 and PV-ZMIR39) Necessary for their Production 
in MON 89034 x MON 88017. 

MRID Number _____________ _ 

Product Summan 

Volume 2. Bogdanova, N.N. 2006. Human Health and Environmental Assessment 
of the Plant-Incorporated Protectant Bacillus thuringiensis CrylA.l 05, 
Cry2Ab2 and Cry3Bbl Proteins Produced in Insect-protected Corn MON 
89034 x MON 88017. Monsanto Technical Report MSL-20434. 

MRlD Number _____________ _ 

Product Characterization 

Volume 3. Groat, J.R., B.J. Wolff, J.F. Rice, and J.D. Masucci. 2006. 
Confirmation of the Integrity of Corn MON 89034 x MON 88017 
by Southern Blot Analysis. Monsanto Technical Report MSL-20145. 

MRID Number _____________ _ 

Volume 4. Hartmann, A.J., K.E. Niemeyer, and A. Silvanovich. 2006. Assessment 
of the CryiA.I05, Cry2Ab2, Cry3Bbl, and CP4 EPSPS Protein Levels· i,n. 
Selected Tissues ofinsect-Protected ComMON 89034 x MON 88017 
Produced in 2005 U.S. Field Trials. Monsanto Technical Report 
MSL00204 79. 

MRID Number ______________ -;: 
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Volume 5. Levine, S.L. An Evaluation of the Insect Bioefficacy of Combined Trait 
Products Produced Through Conventional Breeding: MON 89034 x 
NK603 and MON 89034 x MON 88017. Monsanto Technical Report 
MSL-20336. 

Volume 6. 

Volume 7. 

MRID Number _______________ _ 

MacRae, T.C., C.R. Brown, and S.L. Levine. Evaluation of Potential for 
Interactions Between the Bacillus thuringiensis Proteins Cry IA.l 05, 
Cry2Ab2, and Cry3Bbl. Monsanto Technical Report MSL-20270. 

MRID Number _______________ _ 

Head, G.P. Insect Resistance Management Plan for the Combined Trait 
Product MON 89034 x MON 88017. Monsanto Technical Report 06-
RA-39-06. 

MRID Number----------------

Company Official: .?~~~ _..-;!~ h"r-.4..?--£.«-c--~~ 
Natalia N. Bogdanova, D.v.l\/L 

£::0¢:/A'/6 

Regulatory Affairs Manager 
(314) 694-3143 

Company Name: Monsanto Company 

Company Contact: Russell P. Schneider, Ph.D. 

Monsanto Company 

Director, Regulatory Affairs 
(202) 383-2866 

Transmittal Document 

Date 
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oEPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduc\lon Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review ac!ivilies, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of I his collection of information, including suggestions for reducing the burden to: Director. OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street. S.W., Washington, DC 20460. Do nol send the form to this address. 

DATA MATRIX 

Date: September 29, 2006 EPA Reg. No./File Symbol: 524-XXX I Page I of 25 . 
Applicanl's/Registranl's Name & Address: 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 89034 x MON 880 t7 
Ingredient Bacillus thuringicnsis Cry!A.l 05, Cry2Ab2, and Cry3Bbl Proteins aud I he Genetic Material {Vectors PV-ZMIR245 ami PV-ZMIR39) Necessary for I heir Production in 
MON 89034 x MON 88017 

Guideline Reference Number Guideline Study Name MRIO Number Submi\ler Status Note 

Hmtmann, A.J., K.E. Niemeyer, and A. Silvnnovich. 
2006. Assessment of the CryiA.I05, Cly2Ab2, Cry3Bbl, 
and CP4 EPSPS Protein Levels in Selected Tissues of 
tnsecHroteclcd ComMON 89034 x MON 88017 
Produced in 2005 U.S. Field Trials. Monsanto Technical 

885.2500 ~~pgrt MSL0020479. Monsamo Cmu an OWN Tltis Sttbn1ission 

MacRae, T.C., C.R. Brown, and S.L. Levine. Evaluation 
ofPotential for tmcmctions Between the Bacillus 
thttringiensis Proteins CryiA.I05, Cry2Ab2, and 

885.2100 C 3Bb \. Monsanto Technical Rc ort MSL-20270. MotlSauto Com an OWN This Submission 

Head, G.P. luscct Resistance Management Plan for the 
Combined Trait Product MON 89034 x MON 88017. 
Monsanto Technical Report 06-RA-39-06. Monsunto Company OWN This Submission 

Bogdanova, N.N. 2006. Human Health and 
Environmental Assessment of the l'lant-tncorporatcd 
Protcctant Bacillus thuringicnsis CryiA.I05, Cry2Ab2 
and Cry3Bb I Proteins Produced in Insect-protected Com 
MON 89034 x MON 88017. Monsamo Technical Report 
MSL-20434. Monsamo Company OWN This St•bmission 

Groat, J.R., B.J. Wolff, J.F. Rice, and J.D. Ma~liCCi. 
2006. Confinnation of the tmcgrity of Corn MON 89034 
x MON 880 t7 by Southern Blot Analysi.•. Monsanto 

885.2t00 Technical Rcnmt MSL-20145. Monsanto Company OWN This Submission 

Signature 

,:/'~~ _-/' ~-~~~~ 
Name and Title Date 

Natalia N. Bogdan ova, DVM September 29, 2006 

Regulatory Affairs Manager 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submil only Paper version. Agency Internal Use Copy 

® 
Mons~mto Company 

06-CR-177E-l Page 10 of69 
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&EPA 
form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reducllon Act Notice: The public reporting burden for this collection of lnformalion is estimated to average 0.25 hours per response for regislralion activities and 0.25 hours per 
response for reregi~tralion and special review activities, including lime for reading the inslructions and completing the necessary forms. Send comments regarding lhe burden estimate or any 
other as peel of lhis collection of information, including suggestions for reducing lhe burden lo: Director, OPPE Information Management Division (2137), U.S. Environmental Proleclion Agency, 
401 M Street, S.W .. Washinolon, DC 20460. Do not send the form to lhi~ address. 

DATA MATRIX 
Dale: September29,2006 EPA Reg. No./F1Ie Syrrbol: 524-XXX \ Page 2 of 25 

Applicanl'sJRegislrant's Name & Address: 
Monsanto Company, SOON. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 89034 x MON 88017 
Ingredient Bacillus lhuringie11SiS Cry I A. I 05, Cry2Ab2, and Cry3Bb I Proteins a11d lhc Genetic Material (Vectors PV-ZMIR245 and PV-ZMIR39) Necessary for their Prodllclion i11 MON 
89034 x MON 88017 

Guideline Reference Number Guideline Sludv Name MRID Number Submiller Status Note 

Bogdanova, N.N. 2006. Human Hcallh and 
Environmcmal Assessment of the Planl-lncorporlllcd 
Protect ant BacilhiS Jh.Jringiensis Cry!A.I05 and Cry2Ab2 
Proteins Produced in ComMON 89034. Monsanlo Com mn OWN 

885.1100 Rice, J.F., B.J. Wolff, J,R, Groa1, N.K. Scan loa, J.C. 

885.1200 Jennings, and J.D. Masucci. 2006. Amended Report for 

885.1300 MSL-20072: Molecular Analysis of Corn MON 89034. 
Monsanlo Technical Report MSL-20311. Monsanlo Company OWN 

885.1400 Hortnmnn, AJ., K.E. Niemeyer, and A. Silvanovich. 
885.1500 2006. Asscss1ncn1 oflhc Cry I A.l 05 and Cry2Ab2 
885.2200 Protein Levels in Tissues of lnsecJ-Prolected Corn MON 
885.2400 89034 Produced in 2005 U.S. Field '!'rials. MoiiSanto 
885.2500 Technical Rep011 MSL-20285. Monsanlo Company OWN 

Kann1anandaa., K., J.J. Thorp, M.E. Goley, S.L. Levine, 
and A. Silvanovich. 2006, Chamclcrizalion of1he 
Cry2Ab2 Protein Purified from the Com Grain ofMON 
89034 and Comparison oflhe l'hysicochcmical and ; 
Funclional Properties oft he Plum-Produced and E. coli-
Prorluccrl Cry2Ab2 Proteins. Monsa.nlo Tcclmical Report 

885.2t00 MSL-20071. Monsanlo Company OWN 
Signature 
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Natalia N. Bogdanova, D.V.M. September 29, 2006 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including lime for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of !his colleclion of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W'" Washinoton DC 20460. Do not send !he form to this address. 

DATA MATRIX 
Date: September 29, 2006 EPA Reg. No./File Symbol: 524-XXX [ Page 3 of 2S 

Applicant's/Registrant's Name & Address: 
Monsanto Company, 800 N. Littdbergh Blvd., St. Louis, MO 63167 Product: MON 89034 x MON 88017 
Ingredient Bacillus !huringiensis Cry! A.l 05, Cry2Ab2, and Cry3Bb I Proteius and !he Genetic Material (Vectors PV-ZMIR245 and PV -ZMIR39) Necessary for their Productiou in 
MON 89034 x MON 88017 

Guideline Reference Number Guideline Studv Name MRID Number Submilter Stalus Note 

Levine, S.L and J. Uffa,;m. 2006. Evaluation oflhc 
885.1100 Function~! Equivalence of the Cry2Ab2 Protein Produced 
885.2!00 in £.Coli and Br Against a Sensitive Lepidopteran 
885.2200 S ccies. Monsanto Technical Re ott MSL-20132. Mousanto Cotn an OWN 

Bonnette, K.L. 2006. Atl acute oral toxicity shtdy in 

88S.30SO mice with Cry2Ab2 protein. Monsanto study CR0-200S-
88S.41SO 049. Monsanto Com any OWN 

Kapadia, S.A. and E. A. Rice. 2006. Assessmcm of the;, 
vitro Digestibility of the Cry2Ab2 Protein in Simulated 

885.3050 Gastric Fluid. Monsanto Teclmieal Report MSL-!9931. Monsanto Cotnoan OWN 

McClain, J.S. and A. Silvanovich. 2006. Bioinfonnatics 
885.!300 Evaluation of the Cry! A .lOS Protein Utilizing the AD6, 
88S.2l00 TOXINS, and ALLPEPTIDES Databa~es. Monsanto 
88S.2200 Technical Repon MSL-20351. Monsanto Company OWN 

McClain, J.S. and A. Silvnnovich. 2006. Bioinformntics 
885.1300 Analysis oflhe Cry2Ab21'roteitl Utilizing the AD6, 
885.2100 TOXINS, and ALLPEPTIDES Dntabases. Monsnnto 
88S2200 Technical RcllOn MSL-20307. Monsanto Cmn ·" OWN 

Signature 

r~~-L -~ 4~..--~/~_.__ 
Name and Title Date 

Natalia N. Bogdanova, D.V.M. September 29, 2006 

Regttlalory Affairs Manager 
EPA Form 8570-35 (9-g7) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washinaton, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for ]his collection of information is eslimated to average 0.25 hours per response for registration acliviUes and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street. S.W., Washin ton. DC 20460. Do not send the form to this address. 

DATA MATRIX 
Date: September 29, 2006 EPA Reg. No./File Symbol: 524<XXX ! Page 4 of25 

Applicanfs/Registrant's Name & Address: 
Mottsan\o Comnanv, 800 N. Lindbergh Blvd., St. Louis, MO 63!67 Product: MON 89034 x MON 88017 
Ingredient Bacillus tlmringiensis Cry! A.l05, Cry2Ab2, and Cry3Bb I Protcius and the Genetic Material (Vectors PV-ZMIR245 ahd PV-ZMIR39) Necessary for !heir Prod11ction in 
MON 89034 x MON 88017 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

Davis, S.W. 2006. Comparison of Broiler Pert"onnance 
and Carcass Pmamelers Wllcu Fed Diels Cou1uiuing 
MON 89034, Coun·ol or Commercial Com. Monsanto 
smd number 05-0l-50-13, Amended re orl. Mon><mlo Com au OWN 

MHcRae, T.C., C.R. Bwwn, and S.L. Levine. 2006. 
Spectrum of Insecticidal Act"1vity of Buci!lus rh!U"illgiei!Sis 
Cry! A. !05 Protein. Monsanto Technical Report MSL-

885.4340 20230. MoiiSUIIlO Compan OWN 

MacRae, T.C., C.R. BroJVn, and S.L. Levine. 2006. 
Specrrum orJnsccticidul Acrivity of Bad/Ius r/llll"il~giensis 
Cry2Ab2 Protein. MonsauroTcchnical Repon MSG 

885.4340 20229. Monsanto Com1any OWN 

Headrick, J.M., 0. Heredia, 1.0. Oyedirnn, and T.T. 
Vaughn. 2006. Assei\Smclll of1hc Efficacy of 
Lcpidopleran-proleClcd ComMON 89034 aud MON 
89597 Against Major Insect Pests in Uniled Slates, Puerto 
Rico aud Argenrina Ou1ing 2003-2004 Seasons. 
Monsanto Technical Rcporl 05-RA-39-05. Monsanto Company OWN 

Teixeira, D. 2006. Teixeira, D. 200(•. Evaluarion or 
Die1ary Effecrs of Lyophilized Leaf Tissue 
fwm Corn MON 89034 in a Chrouic Exposure Slndy wilh 
Collcmbola (Fo/samio cmuli.do). Monsanlo Tec[[uical 

885.4340 Report MSL-20169. Mousanlo Com any OWN 

~-~~..,.,-:-~~ Name and Title Date 

.-c-4~~..£-- .--c Natalia N. Bogdanova, D.V.M. September 29, 2006 
Signature 7 RegHlatory Affairs Manager 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submil only Paper version. Agency Internal Use Copy 
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Fonn Approved OMB No. 2070 0060 

UNITED STATES ENVJRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction AC'I Notice: The public reporting burden lor this collection of infonnalion is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection o1 information, including suggestions lor reducing I he burden to: Director. OPPE Information Management Division {2137), U.S. Environmental Protection Agency, 
401 M Streel. S.W., Washinoton, DC 20460. Do not send the form to this address. 

DATA MATRIX 
' 

Dale: September 29, 2006 EPA Reg. No./File Symbol: 524-XXX I Page 5 of25 

Applicant's/Registranl's Name & Address: 
Monsanto Comoanv, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 89034 x MON 88017 
Ingredient Bacillus thuringiensis Cryl A.l 05, Cry2Ab2, and Cry3Bbl Proteins and the Genetic Material {Vectors PV-ZMIR245 and PV-ZMJR39) Necessary for their Production in 
MON 89034 x MON 88017 

' Guideline Reference Number Guideline Sludy Name MRID Number Submiller Status Note ' 

Palmer, SJ. ard H.O. Krueger. 2006. Evaluation of I 
Exposure to MON 89034 with the Cladoceran Dapltnia 
mag11a; An acute sialic-renewal test JVith com flO lien. 

885.4340 Monsan\0 Study WL-2005-01 1. Monsanto Company OWN 

Sindem1ann, A.B., J.R. Porch, and H.O. K1ueger 2006. ' 
Evaluation of l'olential Effects of Exposure to Cry lA. !05 I 

Protein in an Acute Study with the Earthwonn in an 
Artificial Soil Snbslmle. Monsanto Teehnical Report 

885.4340 MSL-20147. Monsanto Com "" OWN 

Richards, K.B. 2006. Evaluation oflhe Oietmy Effect(~) i 
ofu Cry lA. !05 Protein on Honeybee Larvae {A pi.! 

885.4380 •nef/i{era L). Moman to st1.1dy CA-2005-071. Monsanto Company OWN 

Richards, K.B. 2006. Evaluation of ~lC Diclary Effecl(s) 
of a Cry1A.I05 Protein on Adnlt Honeybees {A pis 

885.4380 melliforo L,). Monsanto sn•d CA-2005-072. Monsanto Com an OWN 

Paradise, M.S. 2006. Evaluation of Polcnlial Dietary 
Effects ofCryiA.I05 Prulein on the LadYbird Beetle, 
Co/eamegil/a macl1fato (Colcoptern: Coccinellidae). 

885.4340 Monsan\0 Technical Report MSL-20!50. Monsanto Company OWN 

Signature Name and Title Date 

,ve<?~ ""~ ~c,?a--c,_~,"- Natalia N. Bogdanova, D.V.M. September 29, 2006 

Regulatory Affairs Mana •er 

EPA Form 8570-35 {9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 

® Monsanto Company 
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&EPA 
Fonn Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of informalion is estimated lo average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including lime for reading the inslructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of 'Information, including suggestions for reducing lhe burden to: Director, OPPE Information Management Division {2137), U.S. Environmental Protection Agency, 
401 M Street, S.W., Washin ton, DC 20460. Do not send the form to this address. 

DATA MATRIX 
Date: September 29, 2006 EPA Reg. No./File Symbol: 524-XXX 1 Page 6 of 25 

Applicanl's/Registrant's Name & Address: 

Monsan1o Company, 800 N. Undbe~~ Blvd., St. Louis, MO 63167 Product: MON 89034 x MON 88017 
Ingredient Bacillus thuringiensis Cry lA. t05, Cry2Ab2, and Cry3Bbl Proteins and the Genetic Material (Vectors PV-ZM1R245 and PV-ZMIR39) Necessary for their Production ill 
MON 89034 x MON 880t7 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

Pmadise, M.S. 2006. Evaluation of Potential Dietary 
Etrec!~ ofCiy2Ab2 Pwtein on the Ladybird Beetle, 
Co/eomegillo macu/ata (Coleoptera: Coccincllida.e). 

885.4340 Monsanto Technical R~port MSL-20151. Monsanto Com an OWN 

Teixeira, D. 2006. Evaluation of Potential Dietary 
Effects ofCrylA.l05 Protein on Minute Pirate Bugs, 
Oriu.; insidiosus (Hemiptera: Anthocoridae). Monsanto 

885.4340 Technical Report MSL-20170. Mousunto Com au OWN 

Teixeira, D. 2006. Evaluation of Potential Dieta1y 
Effects ofCry2Ab2 Protein on Minme Pirate Bugs, Ori11s 
i11sidi01Ws {Hemiptera: Anthocoridae). Monsamo 

885.4340 Technical Report MSL-20171. Monsanto Com any OWN 

Si11dennana, A.B., J.R. Porch, and H.O. Kn1eger. 2006. 
Evah1ation ofPotemial Effects of Exposure to Cry lA.l 05 
l'rotein in an Acute Study with the Parasitic Wasp, 
lch11enmon promissori1l.< (Hyn1cnoptcu1: lchneumonidac ). 

Monsamo Com any 885.4340 Monsamo Technical Rep~rt MSL-20149. OWN 

Sindennann, A.B., J.R. Porch, and H.O. Kmcger. 2006. 
Evaluation of Potential Effec1s of Exposure to Ciy2Ab2 
Protein ill an Acme Study with the Parasitic Wasp, 
ldwelln>OII prornU.rori11s (Hymenoptera: lchneJmlonidac). 

885.4340 Monsanto Teelmical Rep_ort MSL-20148. Monsunto Con_1pany OWN 

Signature 

y'~ .,:4~ o/~"""~"""""'~ 
Name and Title Date 

Natalia N. Bogdanova, D.V.M. September 29, 2006 

Regulatory Affairs Manager 
- ------ ---~·· ~~---
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Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S. W. 

Washington, D.C. 20460 
PapeiWork Reduction Act Notice: The public reporting burden for this collection of infonnation is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for rereg'•stration and special review ac!lvities, including lime for rea<fmg the instructions and completing the necessal)l forms. Send comments regard'•ng the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W., Washinaton, DC 20460. Do not send the fonn to this address. 

DATA MATRIX 
Date: September 29, 2006 EPA Reg. No./File Symbol: 524~XXX I Page 7 of 25 

App!ican!'s/Registrant's Name & Address: 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 89034 x MON 880!7 
Ingredient Baci!!us thuringiensis Cry!A. !05, Cry2Ab2, and Cry3Bb! Proteins attd the Genetic Materia! (Vectors PV-ZM!R245 and PV-ZMIR39) Necessary for their Production in 
MON 89034 x MON 88017 

Guideline Reference Number Guideline S!udv Name MRID Number Submitter Status Note 

Gallagher, S.\1• and J.B. Beavers. 2()()6. Evaluation of 
Potential Dietary Effects ofMON 89034 with 1he 
Norlbem Bobwhite: an Eigilt-day Dietary Study with 

885.4050 Com Gmin. Monsanto Technical Report \VL-2005-0!2. Monsanto Con>pany OWN 

MllCt!i, M., ·r. C.mao, J. Warren, S. Dnbc!man, M. 
Glaspie, J. Murphy, S. Levine, J. Ho!llncyer, and C. 
Jiang. 2006. Aerobic Soil Degradation of the Purified 
Cry2Ab2 and Cry lA. 105\'mteins. Monsanto ·rechnica! 

Monsanlo Company 885.5200 R~port MSL-20174. OWN 

Hucsing, J.E., J.J. 0!"'"• and S.L. Levine. 2006. 
Endangered Species Risk Assessment for Com MON 

885.4340 81)034. Monsanto Teclmica! Re ort MSL0020W4. Monsanlo Comoanv OWN 

Head, G. 2006. Insect Resistance Management Plan !br 
Second Generation Lepidopteran-Protected Corn, MON 
89034. Monsanto Technical Re rt 06-RA-39-06. Monsanto Com an OWN 

Signature 
p4~fo-,;;~ 4c~~.-::.-"'""~....--.r;.;:__ 

Name and Title Date 

Natalia N. Bogdanova, D.V.M. September 29, 2006 
Regulatory Affairs Manager 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

WashinQton, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of infonnation is estimated to average 0.25 hours per response for registration aclivilies and 0.25 hours per 
response for reregistration and special review activilies, including lime for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of !his collect'ion of information, including suggestions for reducing the burden to: Director, OPPE lnformalion Management Division (2137}, U.S. Environmental Protection Agency, 
401 M Street, S.W., Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 
Dale: September 29, 2006 EPA Reg. No./File Symbol: 524~XXX Page 8 of 25 

Applican!'s/Regis!ranl's Name & Address: 

Monsanto Comoanv, 800 N. Lindbergh Blvd., St. Louts, MO 63167 Producl: MON 89034 x MON 880t7 
Ingredient Bacillus thuringiensis Cry lA.! 05, Cry2Ab2, and Cry3Bbt Proteins and I he Genetic Mal erial (Vectors PV-ZMIR245 and l'V-ZMIR39) Necessary for I heir Production iu 
MON 89034 x MON 88017 

Guideline Reference Number Guideline Sludv Name MRID Number Submi!ler Sla!us Note 

Maggi, V.L. 2000. Evnluation of the Ell"ec1M ofPuri!ied 
Bacillus thttringiensis Cry2Ab2 Protein on Honey Bee 

885.4380 Larvae. Monsanto Tecl111ical Repon MSL-16961. 45337102 Monsaulo Company OWN 

Maggi, V.L. 2000. Evaluation of the Dietan Effect(s} of 
Insect Protection Protein 2 on Adult Honey Bees (Apis 
me/lifi!ra L.). Study CA-99-058, Monsauto Technical 

Monsanto Com1any 885.4380 RCP~rt, MSL-16176. 45086308 OWN 

Dudin, Y.A and P. Chinnadurai. 2005. Qualitative 
Detection Method /or the Cry2Ab2 Protein in Com Lea/ 
and Seed of MON 89034 and MON 89597. Mousanto 
·rechnical Report 05-RA-39-04. 46694503 Mo11sunto Compauy OWN 

Goenz, B., T. Gangl.lly, J. Lee, T. Lee, aud E.A. Rice. 
2005. Chamcterization of theCryl A.I05 Protein 
Purified fro111the Com Grain of MON 89034 and 
Comparison of the Physicochemical and Fuuctioual 
Properties of the Plant-Produced and E.co/i-Produced 
Cry!A.I05 Proteins. Monsanto Technical Repm1, MSL-

885.2100 19960. 46694604 Monsamo Co1n an OWN 

Signature 
pt:~</,A:- ?~ ~~~-.>~-~"'---- Name and Title Date 

Natalia N. Bogdanova, D.V.M. September 29, 2006 
Regulatory Affairs Manager 
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Form Approved OMB No. 2071J..-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S. W. 

Washington, D.C. 20460 
Pape1work Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregislraflon and special review activities, 'mclud"1ng time for reading the instructions and completing !he necessary forms. Send comments regarding !he burden estimate or any 
other aspect of !his collection of information, including suggestions for reducing !he burden to: Director, OPPE In forma !ion Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, s.w .. Washin ton, DC 20460. Do not send the form to this address. 

DATA MATRIX 
Date: September 29, 2006 EPA Reg. No./File Symbol: 524-XXX Page g of 25 

Applican!'s/Regislran!'s Name & Address: 
Monsanto Commmv, 800 N. Lindbef.l~h Blvd., St. Loui-s, MO 63167 Product: MON 89034 x MON 88017 
Ingredient Bacillus thuringiensis Cry lA. 105, Cry2Ab2, and Cry3Bb I Proteins and the Genetic Material (Vectors PV -ZMIR245 and PV-ZMIR39) Necessary for their Produc!i01t in 
MON 89034 x MON 88017 

Guideline Reference Number Gu'del"lne S!ud)l Name MR!D Number Submnter Status Note 

Bouuenc, K.L. 2005. Au Acute Oral Toxicity Study in 
885.3050 Mice with CrylA.l05 Protein. Monsanto Study CRO-
885.4150 2005-050. 46694603 Mousanto Com " OWN 

Kapadia, S. and Fi.A. Rice. 2005. Assessment of the in 
vitro Digestibility of the Cry lA. 105 Protein in Simulated 

885.3050 Gastric Fluid. Monsanto Techuiea! Rc ort MSL-19929. 46694606 Monsamo Co111pany OWN 

Goley, M.E. and JJ. Thorp. 2005. 1111munodetection of 
Cry2Ab2 and Cry lA 105 Protcius in Com Graiu fro111 
MON 890341'oltowing Heat Treatment. Monsanto 

885.3050 Technical Re ort, MSL-19899. 46694607 Monsanto Company OWN 

MacRae, T.C, C.R. Broll'n, S.L. Levine. 2005. 
Eva!uatiou of the Potential for lntcmctions Betweeu the 
Boci!l11s Tlwri11giemis Proteins Cry lA. 105 and Cry2Ab2. 

885.4340 Monsanto Technical Report, MSL-1!)859. 46694602 Mousanto Contpauy OWN 

Palmer, S.J. aud H.O. Kreuger. 2000. Insect Protectiou 
Protein 2: An Acute Toxicity Study Witlt the Eanhwonn 
in an Artificial Soil Sttbstmte. Monsanto Technical 

885.4340 Report, MSL-16177. 45086313 Mottsanto Cou an OWN 
Date 

S'rgnatnre .--4~~ "'"'/ ~",?'~-,~-- Name and Title September 29, 2006 
Natalia N. Bogdanova, D.V.M. 

---- ---- ---··· - -------
Regulatory Affairs Manag~_r 

------- --
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Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S. W. 

Washinqton, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for !his colteclion of information is estimated lo average 0.25 hours per response for registration aclivilies and 0.25 hours per 
response for reregistration and special review activities, Including time for reading the instructions and completing !he necessary forms. Send comments regarding !he burden estimate or any 
other aspect of this collection of information, including suggestions for reducing !he burden lo: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W., Washinqlon, DC 20460. Do no! send the form to this address. 

DATA MATRIX 
Dale·. September 29, 2006 EPA Reg. NoJFile Symbol: 524-XXX J Page 10 of 

25 
Applicanl's/Regislranl's Name & Address: 

Monsanto Comoanv, 800 N. Lindbereh Blvd., Sl. Louis, MO 63167 Product: MDN 89034 x MON 88017 • 

Ingredient Bacillus !huringicnsis Cry lA. lOS, Cry2Ab2, aud Cry3Bbl Prolcius and !be Gcuctic Material (Vectors PV-ZMIR245 and PV-ZMIR39) Necessary for their Prodllclion in 
I MON 89034 x MON 88017 

Guideline Reference Number Guideline Study Name MRID Number Sub miller Slalus Nole 

Hilemau, R. E. and J. D. Astwood (2001). Additional 

: 151-26 Characterization of the Cry3Bbl Protein Produced in 
885.2100 MDN 863. Monsanto Technical Report, MSL-17137. 454240-10 Monsauto Company OWN 

Sidhu, R. S. (2004). Human Health and Environmeutal 
Assessment oftl1e Pl1nt-Incorporated Protec~mt Bacillus 
rhiJriltgimsis Cry3Bb I Protein Produced in MON 88017. 
Monsanto Technical Re!lort, MSL-18835. 46!817-01 Mousanto Co111 anv OWN 

151-20, 15!-21, l5t-22, 151-26 Beasley, K. A., H.M. Anderson, P.B. Wimberley, D.W. 
885.1100 Mittank, and R.l'. Lirelte. 2002. Molecular analysis of 
885.1200 YicldGard"Rootworm/Ro\lm.hlp Ready"'com eveut MON 
885.1300 88017. Monsanto Technical R~port, MSL-17609. 
885.2100 461817-02 Monsamo Conmarrv OWN 
151-23, t5!-25, 153-4, 151-26, Bhakta, N. S., A. J. Hartnlann, and J. C. Jennings (2003). 
885.1400,885.1500 Cry3Bb I and CP4 EPSPS protei II levels in com tissues 
885.2200 collected from MON 88017 com produced ill U.S. fieW 
885.2400 trials conducted in 2002. Monsanto Technical Report, 
885.2500 MSL-!8823. 

46!817-03 Monsanto COin an OWN 

Duan, J. J., M. S. Pwndise aud C. Jiang (2003). 
Evaluation of functional equivalence of two Cry3Bbl 

151-26 protein variants against Sl\SCcptible Coleopter,1n ~!ICeies. 
8851100 Mousanto Technical R on,MSL-t8799. 46t817-04 Mon~an1oCo ' OWN 

Signature 
?"./." ~~?--<---~ 

Name and Title Date 

p4~-4- Natalia N. Bogdanova, DVM September 29, 2006 

Re_gulatorv Affairs Manager 
.. ---··· ---
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Form Approved OMB No_ 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washinaton, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for !his collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including lime for reading the ins!ruc!ions and completing !he necessary forms. Send comments regarding !he burden estimate or any 
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Hileman, R. E., G. Holleschak, L.A. TUrner, R. S. 
Thoma, C. R. Brown and 1. D. Astwood (200 1). 
Chaructcrization and Equivalence oflhc Cry3Bbl Protein 

151-26 Produced by E. coli l'cnncutation and MON 863. 
885.2100 Mousanto Technical Re on, MSL-17274. 455382-0l Monsauto Com au OWN 

D. Kohvyck, B-l'. Tonnu, Y. A. Dudin, T. l'loesscr and 
K. Gustafson (2001). Validated Method for Extruction 

l5t-25 and Direct ELISA Analysis ofCiy313b I in Com Grain, 
885.2300 Monsanto Ref. No. 99-640E-1. 453731-01 Monsamo Com an OWN 

Thoma, R. S., G. Hollcschak, R. E. Hileman and 1. D. 
Astwood (2001). Primary Strucrnml Protein 
Charucterintion ofMON 863 Cry3Bbt .11098 Protein 

151-26 Using N-tcrrnina! Sequencing and MALO! Time of flight 
885.2100 Mass Spectrometric Tcc!mi 11es. MSL-!7! 54. 454240-ll Monsanto Com an OWN 

Dudiu, Y. A., B-P. Tonnu, L. 0. Albee and R. P. Lireuc 
(200!). Amended Repo1t for MSL-16559: B.t. 
Cry3Bbl II 098 and NPTI! Protein Levels in Sample 

153-4 Tiss11e Co!lc<:tcd !tom MON 863 Grown in 1999 Field 
885.2500 Trials. Mousanto Technical Report. MSL-17181. 454240-01 Monsanto Com any OWN 

' 
Astwood, 1. D., R. E. Hileman, M. 1. McKee, T. 1. Rydel, 
1. W. Scale nnd L. Engtish (2001 ). Sali<ty Asscsstncnt or 

152-30 Cry3Bb! Variants in Com Rootwonn Protected Com. 
885.3050 Monsanto Technical Reno11, MSL-17225. 454240-09 Monsanto Com an OWN 
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Bonncuc, K. Land P. D. Pyla (2001). An AcnteOral 
\52-30 Toxicity Study in Mice with E. coli Produced 
885.3050 Cry3Bbi.II098(Q349R) Protein, Amended Final Repolt. 
885.4150 Monsanto Technical Repon, MSL-17382. 455382-02 Monsamo C01npany OWN 

Leach, J. N., R. E. Hileman and J. D. Astwood (2001 ). 
Asscs.~mcnt of the ill vifro Digestibility ofCry3Bb! 
Protein Purified from MON 863 and Cry3Bbl Protein 

152-30 Purified from E. coli. Monsanto Technical Report, MSL-
885.3050 17292. 455382-03 Monsamo Company OWN 

Hileman, R. E., J. N. Leach and J. D. Astwood (200 1). 
Assesstnem of the ill virro Digestibility of 

t52-30 Cry3Bbt.II098(Q349R) Protein in Simulated Intestinal 
885.3050 Flnid. Monsamo Technical Rc ort, MSL-17530. 455770-02 Monsanto Com any OWN 

Hileman, R. E., E. A. Rice, R. E. Goodman and J. D. 
Astwood (200t). Bioinfunnatics Evaluation ofll1e 
Cty3Bbl Protein Produced in MON 863 Utilizing 

\51-36 Allergen, Toxin and f'ublic Domain Protein Databases. 
885.2200 Mons1111to Technical Report, MSL-17140. 454240-0S Monsamo Company OWN 

Gallagher, S. 1' .• J. Gri1ncs and J. B. Be.wers ( 1999). 
Bad/Ius rhnringiensis Protein 11231 in Com Grain: A 

154-16 Dietary Toxicity Study with the Northcm Bobwhite. 
885.4050 Monsanto Technical Report, MSL-16161. 449043-15 Monsamo Company OWN 
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Guideline Reference Number Guideline Study Name MRID Number Submiller Status Nole 

154-23 
Palmer, S. J. ;lnd H. 0. Krueger (1999). Bacilln.< 
rhnringiensis Protein 11231: Dietary Toxicity Smdy With 

885.4340 the Ladybird Beetle (Hippodmnia conwrgeus). Monsanto 
Technical Re on, MSL-16166. 449043-14 Monsanto Company OWN 

154-23 Hoxter. K. A., S. J. f'almer and H. 0. Krueger (1999). 
885.4340 Bacilfr;s rlmringiensi.< Protein 11231. An Acute Toxicity 

Study with Earthworm in an Artificial Soil Substrate. 
Monsanto Technical Report, MSL-16162 .. 449043-16 Mousa111o Com any OWN 

Li, M. H. and E. H. Robinsou {1999). Evaluation of 
Insect ProtcCicd Com Lines MON 853 and MON 85') as a 

154-19 Feed lugredicnt fol' CatfiSh. Mons.1n10 Technical ltep<m, 
885.4200 MSL-16164. 449043-19 Mousnmo Corn au OWN 

McKee, M. J, (2001). Bh1cgill Dietary Toxicity Smdy for 
the B1u:ilh1s rhuri11giensis Cry3Bbl Protein Variant: A 

154.19 Waiver Request. Monsanto'fechnical Rcpon, MSL-
885.2600 17383. 455382-00 Mousanto Com 1an OWN 

Dronar, K. R. and H. 0. Krueger ( 1999). Bad/1m· 
lhm1ngieu.<is l'ro1ein 11098 ill Com Polleu: 48-HOIIr 
Static Renewal ACIIrc Toxicity Test with the Cladocemn 

154-20 {Daphuia magnu). MonMnto Technical Report, MSL-
885.4240 16163. 449043-18 Monsanto Corn an OWN 
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Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

154-23 Teixeira, D. ( 1999). Assessment of Chronic Toxicity of 
885.4340 Corn Tissue Containing the Bacillns lfmringiensis Protein 

t 1098 to Cottembola (Folsamia cm1didn). Monsanto 
Technical Re on. MSL-15988. 449043-17 Monsanto Company OWN 

154-23 Palmer, S. J. and H. Q. Kn1cgcr (1999). Bacilfil!i 
885.4340 rlurringiensi~ Protein t 123 t: A Dietary Study with Green 

Lacewiug Larvae (Ch!J'!iOperf<l cameo). Mousanlo 
·rech"icat Re ort, MSL-16165. 449043-12 Mousanto Com an OWN 

154-23 ralmer, S. J. and H. Q, Kn1eger (1999). Bacillus 
885.4340 rhurlngie11sis Protei11 t 1231: A Dietary Study with the 

Parasitic Hymenoptera (Nasouta 1•irripe1mis). MousalllO 
Technical Report, MSL--16 167. 449043-13 Monsanlo Company OWN 

154-23 Head, G. (2001). Rcsean;h on the Effects of Com 
885.4340 Rootwonn Protected Transgenic Com Eveuls on 

Nontarget Organisms: Preliminary Reporl. Mousalllo 
Ref, No. 99-894E. 453484-02 Monsauto C0111pany OWN 

Dunn, J. J .• G. Head, M. McKee aud T. E. Nickson 
(200 t). Dietary Effects ofTm11sgenic Bacillus 

154-23 r/,m·i,giensis (BI) Com Pollen Expressing a Variam of 
885.4340 Cry3Bb t l'rotcin on A dulls oftbe Ladybird Beetle, 

Co!eomegilla mawlara. Monsa11to Technical Reporl, 
MSL-16936. 453613-0t Monsanto Company OWN 
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Guideline Reference Number Guideline Study Name MRID Number Submitler Status Note 

154-23 Bryan, R. L., 1. R. Porch and H. 0. Kn!eger (2001 ). 
885.4340 Die!ntY Effccl~ ofTransgcnic BT Com Pollen Expressing 

a Varianl ofCry3Bbl Prolcin on lhe Ladybird Beetle, 
Hippodamia eam>erf(ells. MSL-17171. 453613-02 Mousanlo Company OWN 

154-23 Bhalli, M.A., C. L. l'ilcbcr, M.J. McKee, T. E. Nickson, 
885.4340 G. P. Head and C. D. Pilcher (2001). Field Evaluation for 

I he Ecological1mpact of Com Roolwonn lnscci-Proteded 
Com on Non-Tar •cl Organisms. MSL-17179. 455382-06 Mousanlo Company OWN 

Duan, J. 1., M. J. McKee and T. E. Nickson (2001 ). 
154-23 Dielary Effecls ofTmru;genic Bacill11s rhun·,giellsi.~ {Bt) 
885.4340 Com Pollen Expressing a Varianl of0y3Bbl Protein on 

Larvae oflhc Ladybird Bcclle, Coleomegi!la mocularo. 
MSL-16907. 455382-04 Mousanto Compmty OWN 

154-23 Scars, M. and M. Manila (2002). Dclcnnination of 1he 
885.4340 Toxicily of Com Pollen Expressing a Cry3Bb I Varialll 

Protein 10 Firstln.'tar Monarch Bullerfly Larvae (Demus 
?!exi u.•) vio Laboratory Bioa.'sa . MSL-17235. 455382-05 Mou:;anlo Co111pany OWN 

154-23 
Head, 0., M. Plcau, S. Sivausupramanianand T. Vaughn 885.4340 
{2001 ). Insecticidal Speclrunt of Aclivity forCry3Bb 
Protein ;,-, virro. C3NT0. 455382-07 MousaniO Company OWN 

Signature _ ~~ . Name and Title Date 
~~~ 4,-; 7 .t:<" /~~-~ Natalia N. Bogdanova, DVM September 29, 2006 

Regulatory Affairs Manager 
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 

~ 
Mo11santo Company 

06-CR-177E-1 Page 24 of69 



---.. ,/ 

&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is esllmated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including lime for reading the instructions and completing I he necessary forms. Send comments regarding the burden estimate or any 
olher aspect of this collection of information, "1ncluding suggestions for redudng the burden lo: Director, OPPE lnfonnafton Managemenl Division (2137}. U.S. Environmental Proteclion Agency, 
401 M Street, S.W .. Washin ton, DC 20460. Do not send the form to this address. 

DATA MATRIX 
Date: September 29, 2006 EPA Reg. No.!File Symbol: 524-XXX Page 16 of25 

Applicant's/Regislrant's Name & Address: 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 89034 x MON 88017 

Ingredient Bacillus thuringiensis Cry lA.l 05, Cry2Ab2, and Cry3Bb t Proteins and the Genetic Material (Vectors PV-ZMIR245 aud PV-ZMIR39) Necessary for their Production in 
MON 89034 x MON 88017 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

154-23 Duan, J. J., M. J. McKee, G. Head and C. R. Brown 
885.4340 (2002). Endangered Species Impact Assessmcm for 

Cry3Bbl Protein in Trunsgenic MON 863. Monsalllo 
Technical Report MSL-!7614. 455770-03 Mon~anlo Com an OWN 

154-23 liead, G. (2002). Research on lhc Effccl~ of Com 
885.4340 RooiWOilll Prolecled Transgenic Com Evcnls on 

Nontarget Organism': Preliminary Rcsuh~. Monsamo 
Rcfcrenee No. OO-CR-032E-7. 456530-03 Mon>aniO Company OWN 

Bhani, M.A., J. 1). Dmm, C. L. Pilcher, M. 1. McKee, 
T. E. Nickson, G. P. Head and C. Jiang (2002). 

154-23 Ecological Assessment ofNontargct Organisms in the 
885.4340 Plots of Com Rootwonn lnsccl Protcclcd Corn Hybrid 

Containing MON 863 Event: 2000- 200 I Ficld'frials. 
l{epon. Monsanlo Technical Rc ort MSL-17531. 4579t6-0! Monsanto Co111 Jan OWN 

154-23 Sindcnnann, A. B., J. R. Porch and H. 0. Kmcgcr (2002). 
885.4340 Evaluation of a Cry3Bbl Protein Variam in un Acute 

Toxicity Study with the Eanhwonn in anAnif•ciul Soil 
Sub.ltmlc. Monsanto Technical Report MSL-ISI37. 457571-01 Mon>anlo Company OWN 
Vaughn, T. (2001). Preliminary Rcsu!l> ofRcscarch on 
Ins eel Resistance Management for a Transgenic Com 
Rootwonn Control Product 453484-0t Monsanto Com an OWN 
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Guideline Reference Number Guideline Sludy Name MRlD Number Submiller Slalus Nole 

[54-24 Maggi, V. L. (1999). Evaluation of the Dietary Effecl{s) 

885.4380 of Purified Bacifllis rhuringiensis Protein l !231 on Adult 
Honey Bees (Apis melliji?m L.). Monsanto Technical 
Report MSL-16169. 449043-ll Mousanto C<:llnpauy OWN 

Martitt, J. W., M.J. McKee, S. Dubehnan andY. A. 
885.5200 Oudin (2000). Aerobic Soil Degmdation of the B.r. 

Protein ll 098 as a Component of insect Protected Com. 
Monsanto Technical Report MSL-16440. 45!568-04 Mousanto Company OWN 

Dubehnan, S., B. Ayden, M. Mueth, J. A. Warren, C. 
Jiang, J. Bookout and Y. Dud in (2002). Aerobic Soil 

885.5200 Degradaliou oft he Bacillus rlmringiensis Cry3Bb l 
Variant Protein Produce~[ in Com Rootwonn Protected 
MON 863. Monsanto Technical Rcpott MSL-t7l02. 457571-02 Monsanto ConlDanv OWN 

Miller, D. (2000). Public Interest Document Supporting 
the Registration and Exemption from the Requirement of 
a "l"oleraucc for the Plant-lncorpo>ated Protect ant, Bacillus 
r!mringiensis Cty3Bb Protein, und the Genetic Material 
Necessary for "tts Production in Com (Vectors ZMIRI2L, 
ZM!Rl3L and ZMIRI4L). Monsanto Ref. No. 99-78lE. 450297-0l Mousanto Con >ally OWN 

Maggi, V.L. (1999). Evaluation of the Diemry Effects of 
154-24 Purified Bad/Ius rlmringien.<is Protein ll23l on Honey 
885.4380 Bee Larvae. Mousanto Technical Rc ort MSL-16168. 449043-tO Monsanto Com an OWN 
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P~dgcllc, S., G. Barry, D. Rc, D. Eichl1ollz, M. Weldon, 
K. Ko!acz ~nd G. Kis!1orc (1993). Purification, Cloni11g, 
aud Clmractcrization of a Higl1ly Glyphosate-Tolerant 5-

15 I .2(1 Enolpymvy!skimare-3-phosphate Syn1h~se from 
Agrobacredmn sp. Strain CP4. Mousanto Tcchnicnl 
Report MSL--12738. 438076-01 Monsanto Company OWN 

151.20 Bi~hop, B. (1993). !1roduction ofCP4 EPSP iu a 100 
Liter Recombinant Esc~eric~ia cofi Fem~cmation. 
Monsanto Technical Report MSL-12389. 438076-02 Monsanto Comp~ny OWN 

Heeren, R., S. Padgeue and M. Gust~fson (1993). The 
Purification ofReco111binnnt &clierlc~ia coli CP4 5-

151.26 enolypyruva!-shikimate-3-piiOSphate synthase for 
Equivalence Studies. Monsauro Technical Report MSL-
t2574. 438076-03 Monsanto Com muy OWN 

Thorp, J.J. aud M.E. Goley. 2006. Assc$~melll of1!1c in 
vitro Digestibility of the Cry2Ab2 t•rotein in Simulated 

885.3050 lmestina! Fluid. Mousanto Techuical Report MSL-19938. Monsanto Como~uv OWN 

Harri~on, L, M. Bailey, It Leimgmb~r, C. Smith, D. 
Nirl~. M. Taylor, M. Gustafson, B. Heeren and S. Padgctlc 

151.26 (I ~93 ). Chamcterization of Microbially-Exprc~sed 
Protein: CP4 EPSPS. Lab Project Nmnbcr: 92/0t/30/!4; 
12901. 436433-0! Mous~n1o Como~uv OWN 
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401 M Street, S.W. 

Washi_l]_g~on, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this colleclion of information is estimated lo average 0.25 hours per response for registrallon aclivities and 0.25 hours per 
response for reregislralion and special review activities, including tlme for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of lh.IS colleclion ol information, including suggestions for reducing I he burden to: Director, OPPE lnlormalion Management Division (2137), U.S. Environmental Proteclion Agency, 
401 M Street. S.W., Washinoton, DC 20460. Do nol send the form to this address. 

DATA MATRIX 
Date: September 29, 2006 EPA Reg. No./File Symbol: 524-XXX I Page 19of 

25 
Applicani'S/Registranl's Name & Address: 

Monsanto Comoanv. 800 N. Lindbergh Blvd., St. Louis, MO 63167 Pro duel: MON 89034 x MON 880 t7 

Ingredient Bacilh1s thllringiensis Cry I A. !OS, Cry2Ab2, and Cry3Bb I Proteins and lhc Gene lie Material (Veclors PV-ZMIR245 and PV-ZMIR39) Necessary for their Production in 

MON 89034 x MON 88017 

Guideline Reference Number Guideline Sludy Name MRID Number Submiller Slatus Note 

Lee, T., M. Bailey, C. Smilh, J. Zeng, E. Elswick nnd P. 
Sanders ( 1995). Assessmenl oflhe Equivalence ofCI'4 
EJ>SPS Prole in Produced in E.>'<·ilericMa coli aud 

151.26 E\1ropca11 Com Borer Rcsislanl Com. Lab Projccl 
Number: 94-01-39-10: Monsanlo T~>eh11ical Rcpon 
MSL-13920. 436433-02 Mousanlo Company OWN 

152.30 
Naylor, M. ( 1993). Acule Om I Toxicity Smdy ofCl'4 
EPSPS in Albiao Mice, Lab l'roiecl Number; 92223. 436433-03 Monsan1o Com any OWN 

152.30 Ream, J., M. Bailey, J. Leach and S. Padgcllc ( 1993). 
Assessmenl of lite in vilro Digeslive Fale o\"C\'4 EPSPS 
Svn1hasc. Lab Pro"ecl Ntunber: 92-0t-30-15: 12949. 436433-04 Monsmuo Co•npaay OWN 

152-30 
185.3050 B~ochlel, C. L. ( 1999). A"11c Oral Toxici1y of B.r. Prole in 
885.4150 11231 in Mice. Monsanlo Technical Rcp0r1 MSL-16216. 449043-05 Monsanlo Company OWN 

Ha1ri,;on, L., M. BaileY, D. Nida, M. Taylor, L. Holden 
and S. Padgelle (1993). Prepamlion and Conlinnalinn of 

152.30 Doses for an A~'Uic Mouse t:ccding S1udy Willt CP4 
EPSPS. LabProjeClNIImbcrs: 92-01-30-12: 92-419-
719. 436919-01 Monsanlo Company OWN 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director. OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W., Washinolon, OC 20460. Do not send lhe form to lhis address. 

DATA MATRIX 

Dale: September 29, 2006 EPA Reg. No.!Fite Symbol: 524-XXX lPage 20 of25 
Applicant's/Registrant's Name & Address: 

Monsanto Comoanv, 800 N. Lindberch Blvd., St. Louis, MO 63167 Product: MON 89034 x MON 88017 

Ingredient Bacillus thuringiensis Cry lA. I 05, Cry2Ab2, and Cry3Bb I Proteins aod I he Genetic Material (Vectors PV-ZMIR245 and PV-ZMIR39) Necessary for !heir Production in 

MON 89034 x MON 88017 

Guidefme Reference Number Guideline Stud)' Name MRJD Number Submitter Status Note 

Pilcher, C. D. (200 1). Efficacy ofMON 863 Agaiust 
Com Rootworm and Co111parison to lnseCJicide 
Treatments- Result,; of Year 2000 Field Trials. 
Monsanto Ref. No. OO-CR-032E-3. 453613-03 Monsalllo Com muy OWN 

Hollcschak, G., R. E. Hileman, ami J.D. Astwood (2001). 
Amended Repon fur MSL-16596: A~sessmclll oft he 
Physicochemical Equivalence ofCry3Bbl. I 1098 and 

t53-4 NPTII Proteins in Com Event MON 863 to Microbial 
885.2500 Sources. Technical Re ort MSL-17220. 454240-05 Monsanto Compau OWN 

Kapadia, 5. and E.A. Rice. 2005. Asscssrnelll of the iu 
virro Digestibility of the Cry I A.I05 Protein in Simulated 

885.3050 hucsfrnal Fluid. Monsanlo "feclmical Rc ort MSL-19930. Monsanto Company OWN 

Vaughn, T. T., M. Pleau, R. Knutson and T. Coombe 
(200 1). Comparing lhc Efficacy ofMON 853 nud MON 
863 to Tttrce Com Rootwonn Species, Northern Com 
Rootu•orm (Diabron·co barber·i), Southem Coni 
Rootwonu (D. undecimp1111Ciala ilowardi), and Western 
Com Rootwom1 (D. vir •i/i:ra l~~"Ri{er·a). MTC RPT4. 455382-08 Mousamo Company OWN 

Vm1ghn, T., D. Ward, J. Pershing, 0. t·lead and J. 
McFcrsou (200 1). An Interim lnscCJ Resistance 
Manag~mcnl Plan for MON 863: A Transgenic Com 
Rootworm Coutrol Prothrct. Monsanto "t"echuical Rcpan 
MSL-17556. 455770-01 Mon>amo Com any OWN 

Signature 

pd?'~ &$/ ~7""-""-~<---
Name and Title Date 

Natalia N. Bogdanova, DVM September 29, 2006 

Regulatory Affairs Manager 
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&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
Form Approved OMB No. 2070-0060 I 

401 M Street, S.W. 
Washinaton, D.C. 20460 

' 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration ac!ivilies and 0.25 hours per i 
response for reregistration and special review activities, including lime for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any ' 
olher aspect of this collection of information, 'mduding suggestions for reducing the burden to: Director, OPPE Information Management Oiv'tsion (21 37), U.S. Environmental Protection Agency, I 
40 t M Street, S.W., Washin>~lon, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Dale: Seotember 29, 2006 EPA Req. No./File Symbol: 524-XXX I Page 21 of25 
Appftcant's/Regislrant's Name & Address: 

Monsanto Comoanv, 800 N. Undber,gh Blvd., StLouis, MO 63167 Product: MON 89034 x MON 88017 
Ingredient Bacillus thuringiensis CrylA. t05, Cry2Ab2, and Cry3Bb 1 Proteins and !he Genetic Material (Vectors PV ZMIR245 and PV-ZM1R39) Necessary for their Production in 
MON 89034 x MON 880t7 

Guideline Reference Number Guideline Study Name MRIO Number Submiller Status Note 

Ward, D. P. (2002). Public lmen.:st Asscss•nent 
SuppOlting Registration of Badl/vs rl!l!riHgiemi.< 
Cty3Blll Protein and the Genetic Material (Vector 
ZMIR 13L) Nccessaty for its Production in MON 863. 
Monsanto Technicall!_ep()rt MSL- 17766. 456530-01 Monsamo Con an OWN 

Mitchell, P. D. (2002). Yield Benetit ofMON 863. 
Monsaato Technical Report MSL-17782. 456530-02 Monsanto Company OWN 

Alston, J. M., l Hyde ond M. C. Marra (2002). An Ex 
Ante Aaalysis ofthe Benefits from the Adoption of 
Monsanto's Com Rootwom1 Resistant Varietal 

Technology- Yield® Rootwonn. MSL-t7!1!13. 456923-01 Monsanto Company OWN 

George, B. (200 1). Comparison ofB.-oiler Perfonnance 
When Fed Diets Containing Events MON 863, Pmental 
Line or Cotamercial Com. Monsanto Teclmical Report 
MSL-17243, 459415-01 Monsanto Coarpany OWN 

Vaughn, T. (2003). Estimating Cty3Bb t Resistance 
Allele Frequencies ia Com Rootwom1 Larvae Feeding on 
MON 863. Monsanto Ref. No. 03-CR-097E-4. 459438-0 I Mmosm110 Company OWN 

Signature 

,;-4~ ,u:/" ~~~~~ 
Name and Title Date 

Natalia N. Bogdanova, DVM September 29, 2006 

Regulatorv Affairs Manae.er 
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Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washll}gton, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is es!imated to average 0,.25 hours per response for registration activilfes and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden eslimale or any 
other aspect of this collection of information, including suggestions for reducing the burden lo: Director, OPPE Information Management Division (2137). U.S. Environmental Protection Agency, 
40 f M Street, S.W., Washinqlon, DC 20460. Do not send the form lo this address. 

DATA MATRIX 

Date: Seotember 29, 2006 EPA Reg. No./File Symbol: 524-XXX _l Page 22 of25 
Applicant's/Registrant's Name & Address: 

Monsanto Cotnoanv, 800 N. Lindber_gh Blvd., St. Louis, MO 63167 Product: MON 89034 x MON 88017 

Ingredient Bacillus thuringicnsis Cry] A. lOS, Cry2Ab2, and Cry3Bbl Protei us and I be Genetic Material (Vectors PV-ZMJR245 and PV-ZMJR39) Necessary for their Production in 
MON 89034 x MON 88017 

Guidel"lne Reference Number Guidel'1ne Study Name MRID Number Submitler Status Note 

Duan, J. 1., G. Head, M. J. McKee aud D.P. Ward (2003). 
885.4340 Data Waiver Req11est: Toxicity of Rt. Cry3Bbl Protein 

iuthc !ted Milkweed Beetle (Terroopes sp.). Monsanto 
Technical Report MSI-18741. t\.-lonsaulo Company OWN 

Holleshak, G., R. E. Hilentan audJ. D. Astwood (2001). 
A111endcd Repon for MSL-16597: lnnnunodetectabilityol' 

151-20, 153-4 Cry3Bbi.II098 and Cry3Bbl.l1231 Proteins in the Grain 
885.1100 of Insect Protecled Corn Events MON 863 und MON 853 
8852200 After Heal Treatment. Mousanto Technical Report MSL-

t7223. 454240-07 Mousunto Company OWN 

Dudin, Y. A., B-P. Tonull, L. D. Albee, and R. P. Lircllc 
(200 1). A111ended Report for MSL-16559: B.r. 
Cry3Bbl.11098 and NPTII Pmlein Levels in Tissue 
Samples Collected Frain Com Event MON 863 Grown in 
1999 Field Ttials. Monsanto Technical Repon MSL-
17181. 451568-02 Monsanto Company OWN 

Dudin, Y., B-P. Tonm1 and R.l'. Lircuc (2001). 
151-23, 15t-25, 153-4,151-26, Ciy3Bbl, Oy lAb and NPTII Protein Levels in the Dual-
885.1400, 885.1500 trait Maize Hybrid MON 863 x MON 810 Producct! in 
885.2200 Argentinian field Trials Conducled During the 1999-2000 
8852400 Growing Season. Mousanto Technical Report MSL-
885.2500 17266. 457917-02 Monsanto Com an OWN 

Signature 
p~~ ,y/ 4--~a--?-..-~-

Name and Title Date 

Nafalia N. Bogdanova, DVM September 29, 2006 

Regulatory Affairs Manager 
------
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&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washinaton, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this colleclion of informalion is estimated to average 0.25 hours per response for registralion aclivities and 0.25 hours per 
response for reregislration and special review aclivities, including lime for reading I he inslruclions and completing the necessary forms. Send comments regarding I he burden estimate or any 
other aspect of this collecl:~~1 of information, including suggeslions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W., Washin lon, DC 20460. Do not send lhe form to this address. 

DATA MATRIX 

Date: Scntember 29, 2006 EPA Reg. No./File Symbol; 524-XXX I Page 23 of25 
Applicanl's!Registrant's Name & Address: 
Monsanto Comnanv, 800 N. Lindberr>h B(vd., St. Louis, MO 63167 Product: MON 89034 x MON 88017 
Ingredient Bacilh1s thuringiensis Cry IA.l05, Cry2Ab2, and Cry3Bbl Proteins and I he Genetic Material (Vectors PV -ZMIR245 and PV-ZMIR39) Necessnry for their Production in 
MON 89034 x MON 88017 

Guidefme Reference Number Guidel'lne Sludv Name MRID Number Submilter Slalus Note 

152-30 
185.3050 Bccltlcl, C. L. (1999). Acule Oralloxicity of B.r. Prole in 

Monsanlo Conmanv 885.4150 II 098 in Mice. Monsan1o Teclmical Rcn~1t MSL-16215. 449043-06 OWN 

Hileman, R. E. and J.D. Astwood ( 1999). Bioinforrnnlics 
Analysis ofB.r. 11rolein t 1098 and B.r. Prolein 11231 

151-36 Sequences Utilizing Toxin and Public Domain Genetic 
885.2200 Databases. Technical Re 10rl M8L-15870. 449043-08 Monsnmo Com any OWN 

Hileman, R. E. ami J.D. Astwood (1999). BiointOrrnatics 
Analysis of B.r.l'!·olcin 11098 and B.r. Prolein 11231 

151-36 Sequences Ulilizing an Allergen Dalabasc. Technical 
885.2200 R rt MSL-15873. 449043-09 Monsanto Con an OWN 

Leach, J. N., IL E. Hileman, J. W. Manin, R. S. Tholllil, 
and J. D. Aslwood (200 1). A1nendcd Rep011 for MSL-
15704: Assess men I of 1hc /n Virro Digeslibility of B.r. 

152.30 
p
1
7:.1:in I J098and B.t_ 11231 Utilizing Manmmlian 

Di eslive Falc Models. Technical Re or! MSL-17166. 454240-06 Monsamo Con an OWN 

Hollcschak, G., T. C. lee, R. E. Hileman, P. D. Pyla, and 
J. D. Asllvood (2001). A1nended Report for MSL-15835: 
Asscss•nent of I he Equivalence of B.r. Prole in J 1098, B.r. 
Protein 11231 and NPTIJ Prolcin Expressed in Com 

153--4 E.venls MON 853 and MON 860 to Microbial Sources. 
Monsanto Comoanv 885.2500 Technical R~nort MSL-17222. 454240·04 OWN 

Signature 

,v£'~------~-P<!'C'..?c~~ 
Name and Title Date 
Natalia N. Bogdanovn, DVM September 29, 2006 
Re12:ulatorv Affairs Manager 

EPA Form 8570-35 (9-g7) Eleclro111c and Paper vers1ons available. Subm1t only Paper vers1on. Agency Internal Use Copy 

® Monsanto Company 

06-CR-177E-l Page 32 of69 



,_, .. · 

&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of informalion is estimated to average 0.25 hours per response for registration aclivilies and 0.25 hours per 
response for reregistration and special review activities, including lime for reading the inslruclions and completing the necessary torms. Send comments regarding the burden estimate or any 
other aspect olthis colleclion of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency. 
401 M street. S.W .. Washin ton, DC 20460. Do not send I he form to this address-

DATA MATRIX 

Dale: September 29, 2006 EPA Reg. No./File Symbol: 524-XXX Page 24 of 
25 

Applicant's/Registranl's Name & Address: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Lollis, MO 63167 Product: MON 89034 x MON 88017 
Ingredient Bacillus thuringiensis CrylA.l 05, Cry2Ab2, and Cry3Bb I Proteins and the Genetic Material (Vectors PV-ZMIR245 and PV ZMIR39) Necessary for their Production in 
MON 89034 x MON 88017 

Guideline Reference Number Guideline Study Name MRID Number Submiller Status Note 

885.1100 Rice, J.F., B.J. Wolff, J.C. Jennings, and J.D. Masucci. 
885.1200 2005. Summary of Southern Blot Analysis of MON 
885.1300 89034 and MON 895')7 Com. Monsanto Techuical 
885.2100 Rep01t MSL-20068. 46694501 Monsanto Cont any OWN 

McCoy, R.L. and A. Silvanovich. 2005. Bioiufc11matics 
885.1300 Analy&i~ oflhc CrytA.I05 Protein Utilizing the AD5, 
885.2t00 TOXrN5, and ALLPEPTJDES Databases. Monsanto 
885.2200 Technical Report MSL-!9686. 46694605 Monsanto Co~_llY OWN 

Teixeira, D. 2000. Assessment of Chronic Toxicity of 
Cotton Tisstte Containing tu~L>ct l'rotection Protein 2 to 
Colle111bola (Fo!somio ccmdido). Mousanto Technical 

885.4340 Rc mtMSL--16174. 450863t4 Monsanto Colli an OWN 

Bogdauova, N.N. 2005. Stmctuml and Functional 
Simi~1rity of the CrylA.l05 Protein to CrytA C~1ss of 

885. t toO Boci/ft,s rftw•ingiea<is Proteins. Monsnnto Technical 
885.2100 Report 05-RA-62-01. 46694601 Monsanto Compauy OWN 

Signature 

c4~/~ ~ ~c.c'£'d'4'<'-<"~-
Name and Title Date 

Natalia N. Bogdanova, D.V.M. September 29, 2006 

Regulatory Affairs Manager 
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Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washinaton, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for I his collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistralion and special review activ~ies, including time for reading the instructions and completing I he necessary forms. Send comments regarding the burden estimate or any 
other aspect of this colleclion of informalion, lnclm:fmg suggestions for reducing the burden to: mreclor, OPPE lnformaflon Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W., Washin ton, DC 20460. Do not send the form lo this address. 

DATA MATRIX 

Dale: Sentember 29, 2006 EPA Reg. No./File Symbol: 524-XXX I Page2S of25 
Applican\'s/Registranl's Name & Address: 
Monsanto Comnanv, 800 N. Lindben>h Blvd., St. Louis, MO 63167 Product: MON 89034 X MON 88017 
Ingredient Bacillus thuringicnsis Cryl A.! OS, Cry2Ab2, and Cry3Bbl Proteins and the Genetic Material (Vectors PV-ZMIR245 and PV-ZMIR39) Necessary for their Production in 
MON 89034 x MON 88017 

Guideline Reference Number Guideline Stud Name MRID Number Subm'd\er Status Note 
88S.IIOO Rice, J.f., B.J. Wolff, J.C. Jennings, and J.D. Masocci. 
88S.l200 2005. Summary ofSouthem blot Annlyusis ofMON 
885.1300 ~~:4 and MON 89S97 Com. Monsmllo Technical 
885.2100 Re orr MSL-20068. 466945-01 Mon>auto Com an OWN 

McCoy, R.L. and A. Silvanovtch. 200S. Bioinformatics 
88S. 1300 Analysis of the Cry lA. \05 Protein Utilizing the ADS, 
88S.2\00 TOXINS, and ALLPEPTIDES Databases. Monsanto 
885.2200 Technical Re ort MSL-19686. 466946-05 Monsamo Com mn OWN 

Teixeira, D. 2000. Assessment ofCiuonic Toxicity of 
Colton Tissue Containing Insect l'rotection l'rotein 2 to 

885.4340 
Collembola (Fo!somi~:::;tdidn), Amended repon. 
Monsanto Technical Re on MSL 16174. 450863-14 Monsanto Com anv OWN 

Palmer, S. and H. Krueger. 2000. h1scet Protection 
Protein 2: A Dietary Toxicity Study with Parasitic 
Hym~noptera (Nasonin vitripennis). Monsanto Technical 

Monsamo Com anv 885.4340 R~~-~n MSL-16173. 450863-10 OWN 

Bogda11ova, N.N. 200S. Strucntral and functional 
Similarity o(the Cry lA. t05 Protein to CrytA Class of 

885.t tOO Bacillus thulingiensis Proteins. Monsalllo Technical 
88S.2100 Rcnort OS-RA-62-01. 466946-01 MonsatllO Comoanv OWN 

Signature 

,4~~· /?jr?/67<<"~~-
Name and Title Date 

Natalia N. Bogdanova, DVM September 29, 2006 

' ---··· 
Regulal_<:)ry Affairs}vlanage!:_ __ 
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to average 0.25 hours per 
for reading the instructions and completing the necessal)l forms. 
reducing the burden to: Director, OPPE Information Management Div'1sion (2137), 

OWN 

Signature 

,;-/.~~ -~ .4-.c--.c~~ 
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D.C. 
of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 

.. ., the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
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EPA Form 8570-35 and Paper versions available. Submit only Paper version. Agency Internal Use Copy 

Monsanto Company 

06-CR-177E-I Page 39 of69 



® 

&EPA 

Signature 
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401 M Street, S.W. 

hours par 
instructions and completing the necessary forms. Send comments regarding the burden estimate or any 

burden to: Director, QPPE lntormation Management Division (2137), U.S. Environmental Protection Agency, 
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Name and Title 
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instructions and completing the necessary forms. Send commenfs regarding the burden estimate or any 

burden to: Director, OPPE Information Management Division (2137). U.S. Environmental Protection Agency, 
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&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street. S.W. 

average 0.25 hours per 
instructions and completing the necessary forms. 

burden to: Director, OPPE Information Management 
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Date: EPA Reg. NoJFile Symbol: 524-XXX of 

pd~A,,C:_ ~ 4-~-"~'<'P-
Name and 
Natalia N. Bogdanova, DVM 

Date 
September 29, 2006 

Copy 

Monsanto Company 
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&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

to average 0.25 hours per response for registration activities and 0.25 hours per 
completing the necessary forms. Send comments regarding the burden estimate or any 

burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 

Date: September 29, 2006 I EPA Reg. No./File Symbol: 524-XXX 

//~~ .~c~ +az~-
Name and 
Natalia N. Bogdanova, DVM 

Date 
September 29, 2006 

Monsanto Company 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

lo average 0.25 hours per response for registration activities and 0.25 hours per 
instructions and completing the necessary forms. Send comments regarding the burden estimate or any 

burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
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Date 
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Monsanto Company 
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and completing the necessary forms. 

Director, OPPE lnformaflon Management 
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regarding the burden estimate or any 
U.S. Environmental Protection Agency. 

Date: EPA Reg. NoJFile Symbol: 524-XXX 

--"'~----h-~ -:-' ~~<,c-e~~~ Natalia N. Bogdanova, DVM September 29, 2006 

Monsanto Company 
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'" and completing the 
to: Director, OPPE Information 

Date: September 29, 2006 EPA Reg. No./File Symbol: 524~XXX of 
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Monsanto Company 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

per response for registration activities and 0.25 hours per 
instructions and completing the necessary forms. Send comments regarding lhe burden estimate or any 

burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 

EPA Reg. NoJFile Symbol: 

~~~_.£_ ~~ +--r.q:~<~d._ 
Name and Title 
Natalta N. DVM 

Date 
September 29, 2006 

Monsanto Company 
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&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

of information is estimated to average 
read1ng the instructions and compleflng the necessary fonns. 

the burden to: Director, OPPE Information Management Division (2137), 

v-"'~~ -<" +""'Ceil'~~-
Name and Title 
Natalia N. Bogdanova, DVM September 29, 2006 

Monsanto Company 
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401 M Street, S.W. 

average 0.25 hours per response for registration activities and 0.25 hours per 
instructions and completing the necessary forms. Send comments regarding the burden estimate or any 

burden to: o·1reclor, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 

/~~~ ~·:'~ +~~~~-r'-- DVM 
Date 
September 29, 2006 

Monsanto Company 
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&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

D.C. 
burden for this collection of information is estimated to average 0.25 hours per response for regislration activities and 0.25 hours per 

for reading the inslructions and completing the necessary forms. Send comments regarding the burden estimate or any 
· the burden to: Director. OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 

Name and Title 

Natalia N. Bogdanova, DVM ,.~ ~-· /""·___.-· -tfi-n-?q: .. c?..~-e~ ~--,e'~-7' ...... /;;.,./-

Date 

September 29, 2006 

Monsanto Company 
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reporting butden 

. activities, including 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

D.C. 20460 
to average 0.25 hours per response for registration activities and 0.25 hours per 

completing the necessary forms. Send comments regarding the burden estimate or any 
bwden to: Director, OPPE information Management Division (2 t37), U.S. Environmental Protection Agency, 

EPA 

pd~~--£- .r4~ ~~-.£~-c.:=:~.rc-&'-ii:_ September 29, 2006 

Monsanto Company 
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average 0.25 hours per 
and completing the necessary forms. 
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Director, OPPE Information Management Division (2137), U.S. 
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Name and Titie 
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D.V.M. September 29, 2006 
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per response for registration activities and 0.25 hours per 
forms. Send comments regaro'mq the burden esflmate or any 

Management Division (2137), U.S. Environmental Protection Agency, 

Date 

~~__k~ /------ ~£~=~~~~-
Name and Title 
Natalia N. DVM September 29, 2006 

~ 
Monsanto Con> pany 
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SECTION II 

SUMMARY OF THE APPLICATION 

This application contains eight volumes which support the safety of MON 89034 X 
88017 developed by combining MON 89034 and MON 88017 by traditional breeding. 
Volume 1 contains the administrative materials. Volume 2 contains the human health 
and environmental assessment. Volumes 3-7 contain information on product 
characterization and efficacy. Volume 8 contains the proposed IRM plan. 
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SECTION III 

PRODUCT LABEL 

The subject of this application is for the Bacillus thuringiensis CrylA.l 05, Cry2Ab2, and 
Cry3Bbl proteins and the genetic material (vectors PV-ZMIR245 and PV-ZMIR39) 
necessary for their production in MON 89034 x MON 88017, including field com, 
popcom, and sweet corn. A full and unrestricted FIFRA section 3 registration is being 
sought to support commercialization of this product. Two copies of the proposed label 
for MON 89034 x MON 88017 are attached. 
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Plant-Incorporated Protectant Label 

MON 89034 x MON 88017 

Lepidopteran-Protected Corn 
(OECD Unique Identifier: MON-89034-3 x MON-88017-3) 

Active Ingredients: 

Bacillus thuringiensis CrylA.l 05 protein and the genetic material necessary for its 
production (vector PV-ZMIR245) in event MON 89034 corn ........... 0.0031 - 0.0084% 

Bacillus thuringiensis Cry2Ab2 protein and the genetic material necessary for its 
production (vector PV-ZMIR245) in event MON 89034 com ........... 0.0030- 0.0057% 

Bacillus thuringiensis Cry3Bbl protein and the genetic material necessary for its 
production (vector PV-ZMIR39) in event MON 88017 com ............ 0.0037- 0.0070% 

*Percent ('-Vt!wt) on a dry weight basis in whole plant (forage) 

CAUTION 

KEEP OUT OF REACH OF CHILDREN 

NET CONTENTS. ____ _ 

EPA Registration No. 524-xxx 

EPA Establishment No. 524-M0-002 

Monsanto Company 
800 North Lindbergh Blvd. 
St. Louis, MO 63167 

DIRECTIONS FOR USE 

It is a violation of Federal law to use this seed in any manner inconsistent with this 
labeling. 

Information regarding commercial production to be included in the Grower Guide for 
Cotton-Growing and Non-Cotton Growing Areas. 

Monsanlo Company 06-CR-177E-! Page 62 of69 



Plant-Incorporated Protectant Label 

MON 89034 x MON 88017 

Lepidopteran-Protected Corn 
(OECD Unique Identifier: MON-89034-3 x MON-88017-3) 

Active Ingredients: 

Bacillus thuringiensis CrylA.l 05 protein and the genetic material necessary for its 
production (vector PV-ZMIR245) in eventMON 89034 com ........... 0.0031- 0.0084% 

Bacillus thuringiensis Cry2Ab2 protein and the genetic material necessary for its 
production (vector PV-ZMIR245) in event MON 89034 com ............ 0.0030- 0.0057% 

Bacillus thuringiensis Cry3Bbl protein and the genetic material necessary for its 
production (vector PV-ZMIR39) in event MON 88017 com ............ 0.0037-0.0070% 

*Percent (wt/wt) on a dry weight basis in whole plant (forage) 

CAUTION 

KEEP OUT OF REACH OF CHILDREN 

NET CONTENTS __ _ 

EPA Registration No. 524-xxx 

EPA Establishment No. 524-M0-002 

Monsanto Company 
800 North Lindbergh Blvd. 
St. Louis, MO 63167 

DIRECTIONS FOR USE 

It is a violation ofFederallaw to use this seed in any manner inconsistent with this 
labeling. 

Information regarding commercial production to be included in the Grower Guide for 
Cotton-Growing and Non-Cotton Growing Areas. 
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SECTION IV 

PRODUCT ANALYSIS 

Studies referenced in the data matrix included in this application (Volumes 3-6) describe 
a) the health and environmental assessment ofMON 89034 x MON 88017, b) the 
molecular identity ofMON 89034 x MON 88017, and c) the levels of the CrylA.l05, 
Cry2Ab2, and Cry3Bbl proteins produced in tissues ofMON 89034 x MON 88017. 
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SECTIONV 

RESIDUE DATA 

EPA has established an exemption from the requirement of a tolerance for plant­
incorporated protectants and inert ingredients produced by MON 89034 x MON 88017; 
therefore, residue data are not required for this product. 
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SECTION VI 

NONTARGET ORGANISM DATA 

Studies have been conducted by Monsanto to characterize the potential hazards to NTOs 
result from exposure to the Cry1A.105, Cry2Ab2, and Cry3Bbl proteins. Reports for 
relevant studies previously submitted to EPA are referenced in the data matrix. The 
environmental assessment of the CrylA.l 05, Cry2Ab2, and Cry3Bbl proteins produced 
in MON 89034 x MON 88017 is described in Volume 2 of this application. 
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SECTION VII 

TOXICOLOGY DATA 

Studies conducted to assess the potential toxicity and allergenicity of the CrylA.l 05 and 
Cry2Ab2 proteins have previously been submitted to EPA and are referenced in the data 
matrix. 
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SECTION VIII 

EFFICACY DATA 

Data assessing the efficacy of the Cry 1A.l05, Cry2Ab2, and Cry3Bbl proteins produced 
in MON 89034 x MON 88017 are presented in Volume 5 of this application. 
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CONFIDENTIAL STATEMENT OF FORMULA ENCLOSED 
DATE · .. SUBMITTED BY (/) 

SUBMITTED APPI.ICAHT BASIC SUPPLIER 

(jf7qftJb · .. 

Do Not Write Comltlellts, 
Formula, or Parts of .Formula 

on This Envelope 

NOTE 
It shaD be unlawful-for any person to use for his own advantage 

or to reveal, other than to the Secretary, or officials or employees of 

the United States Oeparbnent of Agriculture or other Federal agencies, 

or to the courts in response to a subpoena, or to physicians, and in 

emergencies to pharamacists and other qualified persons, for use in 

the preparation of antidotes, in accordance with such directions as 

the Secretary may prescribe, any Information relative to formulas of 

products acquired by authority of Section 4 of the-.. Federallnsecticide, 

Fungicide, and Rodenticide Act." 

USOA-ARS 



EPA Registration File No. 524-576 Vol. # 1. 

Page __ _ is not included in this copy. 

Pages ~3"9"0"----- through 394 are not included in this copy. 

The material not included contains the following type of 
information: 

Identity of product inert ingredients. 

Identity of product impurities. 

Description of the product manufacturing process. 

Description of quality control procedures. 

Identity of the source of product ingredients. 

Sales or other commercial/financial information. 

A draft product label. 

X The product confidential statement of formula. 

Information about a pending registration action. 

FIFRA registration data. 

The document is a duplicate of page(s) 

The document is not responsive to the request. 

Internal deliberative information. 

Attorney-client communication. 

___ Claimed confidential by submitter upon submission to the 
Agency. 

Third party confidential business information. 

The information not included is generally considered confidential 
by product registrants. If you have any questions, please contact 
the individual who prepared the response to your request. 
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Administrative Materials for the Application to Register the Plant-Incorporated Protectant, 
Bacillus thuringiensis CrylA.105, Cry2Ab2, and Cry3Bbl Proteins and the Genetic Material 
(Vectors PV-ZMIR245 and PV-ZMIR39) Necessary for their Production in MON 89034 x 

MON 88017 
(OECD Unique Identifier: MON-89034-3 x MON-88017-3) 
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